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TO THE READER 








About the Authors 


H. J. Anslinger is particularly com- 
petent to discuss the federal narcotic 
laws. He has been Commissioner of 
Narcotics in the United States Treas- 
ury’s Narcotics Bureau since 1930, at 
which time the post was created. 


During the years in which he has 
headed the bureau, he has been a dele- 
gate to numerous conferences dealing 
with narcotic drugs, served with inter- 
national commissions investigating var- 
ious phases of the same subject and 
been instrumental in passage by an 
overwhelming majority of the several 
states of the Uniform State Narcotic 
Act, designed to augment and supple- 
ment federal enforcement. Mr. Anslinger 
is a frequent contributor of articles, 








CORRECTION 


Under date of October 4, 1951, a 
letter has been received from H. Treves 
Brown, author of “United Kingdom 
Drug Law,” which appeared in last 
month’s issue of the JourNAL. It read, 
in part, as follows: 

" a small error has occurred 
in the paper which was recently ac- 
cepted for publication in your journal. 

“At . . . [page 657], reference is 
made to the iron content of compound 
syrup of ferrous phosphate, which is 
stated to be 5 per cent. The figure 
should be 0.45 per cent. . . . The error 
is much regretted although it does not 
of course affect the validity of the 
argument.” 








both to general publications and to spe- 
cialized magazines in criminology and 
medicine. One of his best-known con- 
tributions was “Marijuana, Assassin of 
Youth,” a collaborative work with 
Courtney Riley Cooper, published in 
1937 in the American Magazine. 

John F. Barry, Jr. is an attorney 
in the legal department of P. Ballantine 
and Sons, of Newark, New Jersey. 
He is a graduate of Holy Cross College, 
and holds LL.B. and LL.M. degrees, 
both from New York University. He 
was a 1950-1951 Fellow in the NYU 
Food and Drug Law Program of the 
Food Law Institute. 

Law Professor Frank R. Kennedy, 
who teaches Federal Specialties, includ- 
ing Trade Regulation, at the University 
of Iowa, summarizes the Food and Drug 
Administration’s experience in the courts 
with regard to the sampling methods 
it employs. He urges that lawyers give 
greater cognizance to statistics in the 
matter. 

Chief Counsel of the Industrial User 
Unit, Food Rationing Division, Office 
of Price Administration, before he be- 
came an industrial relations officer in 
the Navy in 1943, Professor Kennedy 
has been a member of the Iowa law 
faculty since 1940. 

A frequent speaker before profes- 
sional groups, he has addressed sessions 
of the American Association of Public 
Opinion Research, the World Associa- 
tion of Public Opinion Research, the 
American Statistical Association and 
sections of the American Society for 
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Quality Control on problems related 
to the subject of sampling. 


John L. Hammer, Jr., a Philadelphian, 
is Vice President of the Sales and Pub- 
lic Relations Division of Smith, Kline 
& French Laboratories, of that city. 
He attended the University of North 
Carolina, worked for two financial firms 
in New York City, and from 1934 to 
1937 served in the business develop- 
ment and advertising departments of 
the Chase National Bank. Joining 
Smith, Kline & French Laboratories, he 
served first as an administrative assist- 
ant, becoming assistant to the vice pres- 
ident in 1942, sales manager in 1947 and 
assuming his present position in 1950. 
He is a delegate to the National Drug 
Trade Conference and a member of the 
American Pharmaceutical Association 
and of the National Association of Re- 
tail Druggists. 


Michael F. Markel, who presents an 
adaptation of an address before the 
Heart of America Bakers Convention 
in Kansas City, Missouri, last June, in 
this issue of the JouRNAL, is well quali- 
fied as a food specialist, since he repre- 
sents a number of the foremost concerns 
in the food field. 

A graduate of The Ohio State Uni- 
versity Law School, Mr. Markel is 
presently engaged in private practice in 
Washington, D. C. 
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He was formerly associated with the 
FDA. Between 1938 and 1943 Mr. Mar- 
kel served as a government attorney, 
and presided at many important food- 
standard hearings. He has recently 
been an active participant in hearings 
amending the standards for flour and 
bread. 


A seminar paper by Milton A. Bass, 
a 1950-1951 student in the NYU Food 
and Drug Law Program of the Food Law 
Institute, brings his writing to the pages 
of the JourNAL this month. Of the pub- 
lication of his paper, Mr. Bass says: 
“This opportunity is most welcome as 
I hope to continue work in this field 
both in practice and study, and I con- 
sider writing a very important facet of 
this work.” After attending New York 
University School of Law, where he was 
editor-in-chief of the law review, he 
was associated with a New York City 
legal firm. He is now engaged in the 
private practice of law. 


Writer of “Significant Comments,” 
is Edward E. Turkel, Hearing Ex- 
aminer, Federal Security Agency. He 
succeeds Franklin M. Depew, who had 
been writing at quarterly intervals for 
the JourNAL since 1946. “Significant 
Comments,” originally announced for 
the September issue, due to space lim- 
itations was held over for presentation 
below. 








Significant Comments 


Trinkets in Vending Machines 


As reported upon in the June, 1951 
issue of the Foop Druc Cosmetic Law 
Journa., (U. S. v. A Quantity of Gum 
Containing Trinkets, etc, (DC Va., Feb- 
ruary 7, 1951)) the court condemned the 
article consisting of the contents of slot 
machines, namely, candy or gum, inter- 
mingled with some metallic and plastic 
trinkets. The judgment was appealed, 
and the judgment reversed. The court 
of appeals held that the candy and gum 
are not adulterated and do not of them- 


By Edward E. Turkel 


selves fall within the condemnation of 
the Act, since the trinkets are not con- 
tained within the gum or candy within 
any possible meaning of the Act. The 
court of appeals further held that to 
render the food aduiterated, the dele- 
terious subject must be contained with- 
in the food product offered for sale, 
whereas in the case on appeal, the 
trinkets are not contained in the pieces 
of gum or candy but are merely sold 
along with them, and that the regula- 
tion of the method of sale of candy and 
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trinkets in such vending machines is a 
local matter. (Cavalier Vending Corpo- 
ration v. U. S., CCH Foon Druc Cos- 
mETIC Law Reports { 7209 (CA-4, July 
24, 1951).) 


Sale and Delivery of Article for 
Transportation to Another State 


The government brought a criminal 
action charging the defendant with caus- 
ing the introduction or delivery for 
introduction into interstate commerce 
of a therapeutic device alleged to be 
misbranded in that the labeling con- 
tained statements which were false and 
misleading since they suggested that 
the device would be efficacious in the 
treatment of certain diseases and condi- 
tions, whereas, the government alleged, 
the device will not provide such bene- 
fits. The government also charged that 
the device was misbranded in other re- 
spects. The defendant sought dismissal 
of the action upon the ground that the 
transaction giving rise to the action was 
wholly in interstate commerce, and hence 
the court is without jurisdiction. 


It appears from the “Stipulation as to 
Facts” entered into by the government 
and the defendant that the device was 
sold and delivered by a sales representa- 
tive of the defendant at the defendant’s 
place of business in California. The in- 
voice showed the purchaser’s residence 
as in the State of Illinois. The defend- 
ant, personally, delivered a leaflet at the 
time to the purchaser for the use of his 
wife in treating herself with the device. 
The purchaser transported the device 
from California to Illinois, and the de- 
vice was used by his wife. The trans- 
action took place some months after 
the defendant had diagnosed, in Chi- 
cago, Illinois, the condition of the pur- 
chaser’s wife and recommended the use 
of the device. Some months after the 
transaction took place, the defendant— 
agan in Chicago, Illinois—diagnosed 
the condition of the purchaser’s wife, 
and gave her certain charts pertaining 
to the device. Husband and wife com- 
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municated with the defendant in Cali- 
fornia on three occasions. 

The government contended that all 
of the dealings between the defendant, 
on the one hand, and the husband and 
wife, on the other, before, during and 
after the delivery showed an awareness 
on the defendant’s part that the device 
would be transported from California 
to Illinois for the use of the purchaser’s 
wife in treating the condition with which 
she was affected, and that the delivery 
to the purchaser was a delivery for 
introduction into interstate commerce. 
The court adopted such contention in 
denying the defendant’s motion to dis- 
miss the action. The Court held that 
where the parties to a sale are from 
different states and the sale necessarily 
involves the transportation of goods 
from one state to another, the trans- 
action is in interstate commerce within 
the meaning of the Federal Food, Drug, 
and Cosmetic Act. (U. S. v. Ruth B. 
Drown, et al. (DC Calif., April 27, 
1951).) The decision is of interest in 
demonstrating the scope of jurisdiction 
under the Federal Food, Drug, and 
Cosmetic Act. The criteria expressed 
by the court as to when a transaction 
is in interstate commerce appears to be 
generally accepted. 


Sale and Delivery of Food in the Dis- 
trict of Columbia Subject to Federal 
Food, Drug, and Cosmetic Act 

The government brought a criminal 
action in the Municipal Court for the 
District of Columbia alleging that the de- 
fendant sold and delivered in the 
District cans of liquid eggs which were 
adulterated and misbranded within the 
meaning of the Federal Food, Drug, 
and Cosmetic Act. In support of the 
charge of adulteration, food and drug 
inspectors testified that they examined 
the two cans of this food on the day 
after the sale and delivery thereof was 
made; that the contents of one can had 
an offensive odor denoting decomposi- 
tion; and that the contents of both cans 
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contained “bloody-whites,” chicken em- 
bryos and meat particles. The inspec- 
tors made the examination by using 
their senses of sight and smell. In sup- 
port of the charge of misbranding, the 
inspectors, as well as the purchaser of 
the liquid eggs, testified that the con- 
tainers did not have labels showing the 
manufacturer, packer or distributor, quan- 
tity of contents, and the common or 
usual name of the food. Such label in- 
formation is required by the Act. No 
specimen was taken of the food and the 
contents of the cans were not available 
at the time of the trial, having been 
disposed of after the inspection took 
place. The defendant, however, admitted 
the identity of the articles inspected. 
The jury found the defendant guilty as 
to the counts in the information per- 
taining to the foregoing, and the de- 
fendant appealed. 

The court of appeals affirmed the con- 
viction. The court held that the defend- 
ant’s contention that the sale of eggs in 
the District of Columbia is governed by 
the District health regulations, and not 
by the Federal Food, Drug, and Cos- 
metic Act, is not well taken, since the 
Act specifically states that the term 
“interstate commerce” includes “com- 
merce within the District of Columbia” 
and prohibits interstate commerce of 
adulterated and misbranded foods. In 
so holding the court relied upon the 
decision in Rubenstein v. U. S., reported 
in the Foop Druc Cosmetic LAw Quar- 
TERLY of March, 1946, where the United 
States Court of Appeals for the District 
of Columbia said that the District food 
laws and the federal Act were intended 
to supplement each other for the pro- 
tection of the public. The court further 
rejected the defendant’s contention that 
inasmuch as a single egg in the con- 
tainer could have caused the offensive 
odor of decomposition, the proof was 
insufficient to show that the article was 
adulterated within the meaning of the 
Act. The court held that the Act pro- 
hibits any amount of filth or decom- 
position. Finally, the court rejected 
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defendant’s contention that the article 
involved in the action must be produced 
at the trial. The court said that the 
testimony of a witness who has ob- 
tained personal knowledge of the con- 
dition of the article by employment of 
his senses is primary evidence of the 
condition of the article and that the 
article itself need not be produced. The 
court relies upon and cites in the opin- 
ion various court decisions dealing with 
the questions raised on the appeal, in 
addition to the Rubenstein case above 
mentioned. (/srael C. Korol, Appellant, v. 
U. S., Appellee, CCH Foov Druc Cos- 
METIC LAw Reports § 7207 (Munic. CA 
D. C., June 28, 1951).) 


Prescription Legend Required as 
Adequate Directions for Use 


The government brought an injunc- 
tion action basically to enjoin the 
distribution of allegedly misbranded hor- 
mone drugs, principally synthetic test- 
osterone. It was charged that the labels 
did not bear adequate directions for use 
in that they failed to bear the prescrip- 
tion legend called for by the regulations 
promulgated by the Federal Security 
Administrator, to wit: “Caution: To be 
dispensed only by or under the prescrip- 
tion of a physician,” and failed to state 
ailments for which the drug was held 
out in its advertising to the public. 
While the trial court denied the govern- 
ment’s application for permanent injunc- 
tions, on appeal the judgment was 
reversed and permanent injunctions, as 
prayed for by the government, were 
ordered to be issued. The decision of 
the court of appeals is significant, since 
it holds that a drug which cannot be 
safely and effectively used by a layman 
without a physician’s supervision is mis- 
branded if the label fails to bear the 
prescription legend. 

The labels of the drug showed sug- 
gested dosages, and stated that the drug 
was for use by adult males deficient in 
male hormone when small dosages were 

(Continued on page 797) 
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The Federal Narcotic Laws 


By H. J. ANSLINGER 


The Chief Weakness of the Federal Narcotic Laws Has Been 
the Application of the Penalty Provisions. H. R. 3490, 
Which Has Been Endorsed by the Treasury and Is Pending 
Action in the Senate, Would Strengthen These Provisions 


HE FEDERAL NARCOTIC LAWS are administered and enforced 
4. by the Bureau of Narcotics which was established in the Treasury 
Department in 1930. At the present time there are approximately 215 
federal narcotic enforcement officers stationed throughout the United 
States. This number is somewhat larger than the number of agents 
who were engaged in this work shortly after the end of World War II. 
Efforts are being made at this time to augment further the size of the 
enforcement group in order successfully to combat the rising increase 
in the illicit traffic. 


The Bureau of Narcotics is the federal agency charged with the 
duty of regulating, supervising and controlling the trade in narcotic 
drugs and marihuana under the several applicable federal laws. The 
United States was obligated to establish such an agency by virtue of 
Article 15 of the Narcotic Limitation Convention of 1931. The term 
“narcotic drugs,” being the substances subject to this control, includes 
opium and the various derivatives thereof such as morphine, heroin 
and codeine; coca leaves and their derivatives such as cocaine; 
isonipecaine (Demerol) ; and any other drug found by the Secretary 
of the Treasury to have addictive qualities similar to those of morphine 
or cocaine and so proclaimed by the President. Marihuana includes 
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Mr. Anslinger, Who Is United States 
Commissioner of Narcotics, Is Also 
United States Representative, United 
Nations Commission on Narcotics 











the flowering tops, leaves and derivatives thereof, and the viable seed 
of the plant cannabis sativa. 

It should be pointed out that barbiturates (principal component 
of the well-known sleeping pills) or other drugs of somnifacient nature 
such as chloral and paraldehyde are not included within the definition 
of narcotic drugs as defined by the federal narcotic laws. Although it 
is recognized that the barbiturates are subject to a degree of abusive 
use, there are different aspects to the control of these drugs which 
should be met by legislation separate and distinct from the legislation 
controlling narcotic drugs and marihuana. 

There are three principal federal statutes controlling narcotic 
drugs and marihuana. These are the Narcotic Drugs Import and 
Export Act, as amended,’ the Harrison Narcotic Law which is now 
incorporated in the Internal Revenue Code? and the Marihuana Tax 
Act, also incorporated in the Internal Revenue Code.* 

The Narcotic Drugs Import and Export Act authorizes the importa- 
tion of such quantities only of crude opium and coca leaves as the Com- 
missioner of Narcotics shall find to be necessary to provide for medical 
and legitimate (scientific) needs. Importation of any form of narcotic 
drug, except such limited quantities of crude opium and coca leaves, 
is prohibited. The importation of smoking opium or opium prepared 
for smoking is specifically prohibited. Likewise, the importation of 
opium for the manufacture of heroin is prohibited. This act provides 
that the unexplained possession of any narcotic drug shall be presump- 
tive evidence of an offense. Exportation of manufactured drugs and 
preparations is permitted under a rigid system of control designed to 
assure their use for medical needs only in the country of destination. 





1 USC 171-185. 3 26 USC 2590-2599, 3230-3239. 
6 USC 2550-2565, 3220-3228. 


1 
2 


2 
2 
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The Harrison Narcotic Act provides the machinery through which 
the Bureau is able to exercise control over the distribution of narcotic 
drugs within the country. Registration and payment of a graduated 
occupational tax upon all persons who import, manufacture, produce, 
compound, sell, deal in, dispense or give away narcotic drugs is required. 
A commodity tax at the rate of 1¢ per ounce or fraction thereof is 
imposed upon narcotic drugs produced in or imported into the United 
States and sold or removed for consumption or sale. Sales or transfers 
of narcotic drugs are limited generally to those made pursuant to an 
official order form which may be secured (in blank) by registrants from 
the collector of internal revenue. Exception from the order-form 
requirement is made in the dispensing to a patient by a qualified 
practitioner in the course of his professional practice only and in the 
sale by a druggist to or for a patient pursuant to a lawful written 
prescription issued by a qualified practitioner. 


Marihuana Traffic—Taxation and Control 

The Marihuana Tax Act also requires registration and payment 
of a graduated occupational tax upon all persons who import, manu- 
facture, produce, compound, sell, deal in, dispense, prescribe, administer 
or give away marihuana. No commodity tax is imposed on this drug. 
However, a tax is imposed upon all transfers of marihuana at the rate 
of $1 per ounce or fraction thereof, if the transfer is made to a taxpayer 
registered under the act, or at the rate of $100 per ounce, if the transfer 
is made to a person who is not a taxpayer registered under the act. 
Transfers are also limited generally to those made pursuant to official 
order forms obtainable from the collector of internal revenue. Excep- 
tion from the order-form and transfer-tax requirement is made in dis- 
pensing to a patient by a qualified practitioner in the course of his 
professional practice only and in the sale by a druggist to or for a 
patient pursuant to a lawful written prescription issued by a qualified 
practitioner. The act is designed to make extremely difficult the 
acquisition of marihuana for abusive use and to develop an adequate 
means of publicizing dealings in marihuana in order to tax and control 
the traffic effectively. The imposition of a heavy transfer tax has been 
held to be a legitimate exercise of the taxing power despite its collateral 
regulatory purpose and effect.* 


In addition to the three principal statutes controlling these dangerous 
drugs there have been enacted from time to time other legislative 





4*U. 8. v. Sanchez et al., 71 S. Ct. 103 
(1950). 
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measures designed to control further possible sources of supply and 
to facilitate the task of enforcement. One of these is the Act of Janu- 
ary 17, 1914,° which provides a tax of $300 per pound upon all opium 
manufactured in the United States for smoking purposes and certain 
stringent conditions with respect to such manufacture. This act has 
effectively prohibited the manufacture of smoking opium in this country, 
particularly since, as indicated previously, no opium can lawfully be 
imported for the purpose of manufacturing smoking opium, and the 
product cannot be lawfully sold. The act affords an additional prosecu- 
tive basis, however, where clandestine manufacture of smoking opium 
can be established by evidence. 


Control of Opium Production 


The Opium Poppy Control Act was approved December 11, 1942.° 
The opium poppy is, of course, the source of opium and, therefore, the 
source of opium derivatives such as morphine, heroin and codeine. 
The act prohibits the production in the United States of the opium 
poppy, except under license, and the issuance of a license is conditioned 
upon a determination of the necessity of supplying, by this means, the 
medical and scientific needs of the United States for opium and opium 
products. No such necessity has arisen nor is it likely to arise. Con- 
sequently, no license has been issued under the act and it is unlikely 
any will be issued in the future. 


The Act of August 9, 1939, as amended August 9, 1950,’ provides 
for the seizure and forfeiture of vessels, vehicles and aircraft used to 
transport, carry or convey any contraband narcotic drug or to conceal 
or possess any such drug whether actually in the vessel, vehicle, or 
aircraft or upon the person of anyone in such vessel, vehicle or aircraft. 
It also provides for the forfeiture of any vessel, vehicle or aircraft used 
to facilitate the transportation, carriage, conveyance, concealment, 
receipt, possession, purchase, sale, barter, exchange or giving away 
of any contraband narcotic drug. An appreciable number of vehicles 
are seized under this act by the Bureau of Narcotics and forfeited to 
the United States. After forfeiture, some of these vehicles, as author- 
ized by law, are used in enforcement work in the investigation, detec- 
tion and arrest of other violators. Thus an important facility for 
narcotic peddling is taken from the violator and becomes a facility 
on the side of law enforcement. 





5 26 USC 2567-2571. 749 USC 781-788. 
* USC 188-188n. 
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By a special statute approved July 3, 1930,* the Commissioner of 
Narcotics is authorized to pay to any person, from funds appropriated 
for the enforcement of the federal narcotic laws, for information con- 
cerning a violation of any narcotic law of the United States resulting 
in a seizure of contraband narcotics, such sum or sums of money as 
he may deem appropriate. 

The Act of Congress approved January 19, 1929,° provided for the 
establishment of two Public Health Service hospitals for the treatment 
of drug addiction. One is located at Lexington, Kentucky, and the 
other at Fort Worth, Texas. These hospitals, under the administra- 
tion of the Public Health Service, are utilized for the care and treat- 
ment of narcotic drug addicts convicted of offenses against the United 
States and narcotic drug addicts who voluntarily submit themselves 
for treatment. 

While this article concerns itself with the federal narcotic laws, 
it must be noted that the several states, territories and the District of 
Columbia have local laws dealing with these dangerous drugs. 


Penalty Provisions and H. R. 3490 


From the foregoing it may be discernible that the federal narcotic 
laws are fairly adequate. However, there are some weaknesses, chief 
of which has been the application of the penalty provisions. Under 
the present laws the penalty for violation is generally a fine not exceed- 
ing $2,000 or a sentence not exceeding five years or both. This discre- 
tion in the courts has been responsible for an average sentence of about 
18 to 20 months which may be further reduced by the application of 
parole and good-time credit. For some time the Bureau of Narcotics 
has favored a strengthening of the penalty provisions of the federal 
narcotic laws by providing minimum and maximum sentences, with 
mandatory sentences for second and subsequent violators. A bill, 
H. R. 3490, which has passed the House of Representatives and is 
pending action in the Senate has these provisions. It has been endorsed 
by the Treasury Department. The penalties provided in this bill are 
as follows: for a first offense, not less than two or more than five years 
(plus a fine) ; for a second offense, not less than five or more than ten 
years (plus a fine) ; for a third or subsequent offense, not less than ten 
or more than 20 years (plus a fine). No probation could be granted to 
a second or subsequent violator. If enacted into law it should prove 
a most important aid to narcotic law enforcement by removing the 





§ 21 USC 199. * 42 USC 257. 
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persistent peddler from his illegal activity for a longer period of time 
while acting as a strong deterrent to those who would normally seek to 
become his successor in such traffic. Other bills are pending in Con- 
gress which seek to amend the penalty provisions for narcotic viola- 
tions, each of which will no doubt be considered on its individual merits. 


International Conventions and Protocols 


There has been drafted for submission to Congress a bill to dis- 
charge more effectively the obligations of the United States under 
certain conventions and protocols relating to the manufacture, dis- 
tribution and use of narcotic drugs. This bill provides a procedure for 
covering under our control laws any new drug found by the World 
Health Organization to have addiction liability similar to morphine or 
cocaine, since we are already obligated under the Protocol of 1948 to 
subject such a drug to the provisions of the 1931 Manufacturing Limi- 
tation Convention. The bill also provides, in accordance with our 
international obligations, for a system of licensing all persons who 
manufacture, deal in, prescribe or dispense narcotic drugs and for 
limitation, through the quota system, of the manufacture of narcotic 
drugs to the quantities necessary to meet medical and scientific needs only. 


Federal-State Cooperation 


Since drug addiction and the narcotic trafficker are not alone 
problems to be met by the federal government but problems to be 
shared by both federal and local authorities, suggesiions to strengthen 
local enforcement are not amiss. The Bureau of Narcotics is now and 
has been urging the states to adopt penalty provisions similar to those 
contained in H. R. 3490. Several states, including West Virginia, 
Tennessee, Maryland, New Jersey and Oklahoma and the Territory of 
Alaska, have already done so. The states should set up narcotic 
enforcement bureaus to cope with the local problems. California, 
Pennsylvania and Florida have such bureaus. Cities should adopt an 
ordinance, and many have been provided with a model draft, which 
would class drug addiction as a communicable disease and require 
compulsory treatment. 


The adoption of these suggestions by the states and cities would 
afford the federal Bureau of Narcotics greater time and means to detect 
and apprehend the despicable interstate narcotic peddlers. [The End] 














By JOHN F. BARRY, Jr. 


Criminal 


Prosecutions 





UNDER THE FEDERAL FOOD, DRUG, AND COSMETIC ACT 


T HAS BEEN STATED that “criminal prosecution is the principal 
method of enforcing the provisions of the Federal Food, Drug, and 
Cosmetic Act,’ the act in its final analysis being a penal act.” “The 
mere prospect of such prosecution on the criminal side of the courts 
serves as the chief deterrent to violations of the act.”* The impor- 
tance of this portion of the act is manifest, and the purpose of this 
paper is to analyze the pertinent statutory provisions and the judicial 
decisions rendered thereunder. 
Section 303* provides for criminal prosecutions under the act, 
for violations of any of the provisions of Section 301.4 Section 301 
defines 12 prohibited acts and they in turn refer to other sections 
of the act, providing that a violation of such sections shall be a 
prohibited act and consequently subject the violator to prosecution 
under Section 303. The offense is a misdemeanor, and there is pro- 
vided as punishment imprisonment for not more than one year, or 
a fine of not more than $1,000, or both. For repeaters—those commit- 
ting a prohibited act after a previous conviction under Section 303 
has become final—punishment of imprisonment up to three years or 
a fine of not more than $10,000, or both, is provided. In the case of 
a violation of Section 301 with intent to defraud or mislead, the 
penalty is the same as that provided for repeaters—imprisonment for 
not more than three years or a fine of not more than $10,000, or both. 
A comparison with the penalties provided in the 1906 Act® is 
interesting and shows the extent to which the criminal sanctions 
under the act have been changed and strengthened. The 1906 Act 





152 Stat. 1040 (1938), 21 USC 321, and $21 USC 333. 

following, hereinafter referred to as the * 21 USC 331. 

act. 534 Stat. 768, 21 USC 1, and following. 
2? Herrick, Food Regulation and Compli- 

ance, pp. 1122-1123. 
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separated the offenses of manufacture of any adulterated or mis- 
branded article of food or drug in a territory or the District of 
Columbia (Section 1),° and that of interstate and foreign commerce 
in adulterated or misbranded food or drugs (Section 2).7. While both 
were termed misdemeanors, a conviction under Section 1, for manu- 
facture in a territory or the District of Columbia, carried with it a 
fine not to exceed $500 or one year’s imprisonment, or both, and a 
subsequent conviction provided for a fine of not less than (there 
being no provision concerning a maximum penalty) $1,000 or one 
year’s imprisonment, or both. The punishment under Section 2 con- 
sisted of a fine not exceeding $200 for the first offense and, upon 
conviction for each subsequent offense, a fine not exceeding $300, or 
imprisonment not exceeding one year, or both. No imprisonment 
was provided for a first offender under this section. 


The present act, as we have seen, provides the same penalties 
for any of the prohibited acts, and also stipulates the same maximum 
punishment for repeaters. The present act’s increased penalty for 
the commission of an act with intent to defraud or mislead had no 
counterpart in the 1906 Act. The present penalties are more drastic 
all the way down the line, and serve to make the act a more effective 
regulatory device. The Food and Drug Administration in its Annual 
Report for 1931 * clearly stated the inadequacy of the penalties under 


the 1906 Act— 


not infrequently firms are encountered which repeatedly violate the law, 
paying the fine imposed under this section (2) whenever shipments are appre- 
hended by the department and legal proceedings brought, but apparently: 
regarding those penalties as in the nature of a license fee for doing an illegiti- 
mate business. While firms of this character do not persist in business indefi- 
nitely, a more positive deterrent effect would be insured if more severe financial 


penalties could be imposed. 

Subsection (c) of Section 303 contains exemptions from the penal- 
ties provided in Section 303 (a) for receiving and delivering mis- 
branded or adulterated goods in interstate commerce in two instances: 
(1) where the article is received and delivery made or proffered in 
good faith, unless there is refusal by the recipient to furnish to the 
Food and Drug Administration the name and address of the party 
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from whom the article was received, together with copies of all docu- 
ments pertaining to the delivery of the article; and (2) where a 
guaranty is obtained from the person from whom the article was re- 
ceived in good faith that the article is not in violation of the act. 
The first exemption, in effect, amounts to the removal of Section 
301 (c), which prohibits the receipt in interstate commerce of any 
food, drug, device or cosmetic that is adulterated or misbranded, and 
the delivery or proffered delivery thereof for pay or otherwise, from 
the list of prohibited acts where the defendant has so received and 
delivered in good faith. While it is necessary for a defendant assert- 
ing this defense to bring himself within the terms of the statute and 
show good faith, in effect Section 303 (c) makes criminal intent a 
prerequisite to conviction for violation of Section 301 (c). 


Parfait Powder Puff and Bess J. Levine Cases 


This good-faith exemption for innocent dealers and other recipi- 
ents of goods subject to the act had no counterpart in the 1906 Act, 
and has been asserted in two cases under the 1938 Act. In the Parfait 
Powder Puff case,® the applicability of the exemption to the defendant 
was denied, since the defendant was not a good-faith recipient of 
goods in interstate commerce, but on the contrary was the moving 
force in procuring the introduction of the article into commerce. The 
court stated that this section of the act was intended to furnish pro- 
tection to innocent receivers of goods shipped to them in interstate 
commerce in violation of the act. The defense was successfully 
asserted in U. S. v. Bess J. Levine, etc° where the court held the de- 
fendant an innocent dealer where she received so-called health food 
from a manufacturer in another state, not labeled, together with an 
analysis of its contents. The defendant labeled the product on the 
basis of the analysis and shipped it into interstate commerce. There 
was no doubt that the article was misbranded, and the extension of 
the good-faith exemption to such a defendant is questionable. It may 
be argued that the exemption was intended to protect a dealer who 
receives adulterated or misbranded food, drugs or cosmetics and de- 
livers them locally at retail, and not to protect a packer who labels 
an article and initiates a new shipment into interstate commerce. The 
defendant may have been an innocent receiver of the food product, 
but upon repacking and labeling the product she actively misbranded 





*U. 8. v. Parfait Powder Puff Company, ”U. 8. v. Bess J. Levine, etc. (DC Pa., 
163 F. (2d) 1008 (CCA-7, 1947) (cert. den., 1948). 
332 U. S. 851). 
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an article of food and shipped the same into interstate commerce, and 
hence was not entitled to the good-faith exemption. 


The second exemption from liability contained in Section 303 (c) 
is a guaranty from the person from whom the defendant received the 
article. The regulation under this section * allows a guaranty limited 
to the specific shipment involved, or there may be a general and con- 
tinuing guaranty effective over a period of time. The guaranty pro- 
tects the person receiving it from prosecution for otherwise violations 
of Section 301 (a) (introduction, or delivery for introduction, of an 
adulterated or misbranded article into interstate commerce) and Sec- 
tion 301 (d) (introduction or delivery for introduction into interstate 
commerce of any article in violation of Section 404 (emergency permit 
control) or Section 505 (new-drug provisions) ). While the regulations 
furnish suggested forms of guaranty, any language may be used so 
long as it accomplishes the purpose of the subsection: to shift criminal 
responsibility to the party properly liable for the violation. 

This was so expressed in an early case ** under the 1906 Act, which 
in substance contained the same guaranty provision as the present act: ** 


The purpose of Congress was to place liability for the violation of the law 
upon some one in each instance. Primarily the liability is upon the dealer 
who introduces the article into interstate commerce. The liability can be shifted 
from the dealer only by imposing the same liability upon the manufacturer, This 
can be done by virtue of the manufacturer’s guaranty to the dealer. If, for 
any reason, the guaranty is insufficient to impose liability upon the manu- 
facturer, it remains where it primarily rested—upon the dealer. To have the 
effect of releasing the dealer from liability for the violation of the act complained 
of in this prosecution, the guaranty must be of a character to impose liability 
for the same violation upon the manufacturer, if he were substituted for these 
defendants in this case, otherwise both parties would escape liability, and 
the purpose expressed by Congress be defeated. 


Interpretation of Letters of Guaranty 


While the undertaking of the maker of the guaranty must be 
explicit, the obligation need not run to any particular person, but 
instead attaches to the shipment involved, thus “if a guaranty immunizes 
shipments, of course it immunizes all involved in the shipment.” * 
In accord with the general spirit of the act, letters of guaranty should 
receive a liberal, fair and reasonable interpretation, so as to attain the 
object for which the instrument is designed, and the purpose to which 


it is applied.”® 





11 21 CFR Sec. 1.5. “U. 8. v. Dotterweich, 320 U. S. 277 
2 U. §. v. Mayfield et al., 177 F. 765 (DC —_ (1943). 

Ala., 1910). % Glaser, John & Company v. U. &S., 
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The guaranty loses its effectiveness if after the goods leave the 
possession of the guarantor they thereafter become adulterated or mis- 
branded.'® Similarly, the receiver of the goods loses the protection of 
the guaranty if he changes the form of the article—by repacking or 
using the article as a component of another product. A recent case *’ 
on this point declared: 

no person may rely upon any guaranty unless, in introducing the product 
into interstate commerce, he has acted merely as a conduit through which the 
merchandise reaches the consumer. The guaranty can be received in good 
faith, within the meaning of the statute, only if the shipper passes the product on 
in the same form as he received it, without repacking it or subjecting it to any 
new hazards of adulteration or failure which were not present when the original 
guaranty upon which he relies was given. 


Prosecution Procedure Summarized 

The foregoing has been an analysis of the highlights of Section 303. 
A summary of the procedure followed in a prosecution under the act 
follows. In the usual case where the offense is directly concerned with 
the product, the taking of samples is a prerequisite to prosecution. 
Section 702 (b)?* provides that the owner of the goods may request a 
part of the official sample taken, and the administrator must honor the 
demand. It was held *® that this provision is mandatory, and a denial 
substantially curtails the defendant’s power to make a complete defense, 
resulting in the reversal of a conviction. The sample taken is for- 
warded to the local field inspection station for analysis and, should 
the chief of station recommend criminal prosecution and the district 
chief to whom the file if forwarded concurs, the field station is instructed 
to cite the person against whom the prosecution is planned for a hear- 
ing at the station headquarters. 

This is provided under Section 305 *° 

before any violation of this act is reported by the Administrator to any 
United States attorney for institution of a criminal proceeding, the person against 
whom such proceeding is contemplated shall be given appropriate notice and 
an opportunity to present his views, either orally or in writing, with regard 
to such contemplated proceeding. 

The purpose of such notice and hearing is to permit the person 
cited to show his innocence without being subjected to a criminal trial, 
with the accompanying adverse publicity which arises regardless of 
the outcome of the trial. The regulation ** under Section 305 provides 
for a private and informal hearing, with the views of the person cited 
being given by letter or in person. It further provides that 





% Herrick, work cited, p. 1173. ” Triangle Candy Company et al. v. U. 8., 
7U, §. v. Crown Rubber Sundries Com- 144 F. (2d) 195 (CCA-9, 1944). 
pany, etc., 67 F. Supp. 92 (DC Ohio, 1946). 2% 21 USC 335. 


18 21 USC 372 (b). *1 21 CFR Sec. 1.6. 
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. . in case such person holds a guaranty or undertaking referred to in Section 
303 (c) (2) or (3) of the Act applicable to the article on which such notice 
was based, such guaranty or undertaking, or a verified copy thereof, shall be 
made a part of such presentation of views. 

The nature of this hearing was decided by the Supreme Court in 


a case ** under the corresponding section in the 1906 Act,?* and it was 
held to be an administrative proceeding, not judicial in character, and 
hence not a condition precedent to prosecution for violation of the act. 
An important reason for this holding is that prosecutions for violation 
of the act need not be instituted by the Food and Drug Administra- 
tion, the United States attorney being able to act upon his own initia- 
tive and institute criminal prosecutions. Since there is no way in 
which the administrative hearing described in Section 305 may be 
given by the United States attorney, such a provision cannot be juris- 
dictional. The Dotterweich case ** reaffirmed that the administrative 
hearing and giving of an opportunity to present views under Sec- 
tion 305 is not a prerequisite to prosecution. 


Attorney General Final Authority as to Prosecution 

While the Justice Department invariably has followed the recom- 
mendation to prosecute, under the present act it is under no compulsion to 
do so. In Helco Products Company Inc. v. McNutt *® it was held that 
the Commissioner of Food and Drugs and the Federal Security Adminis- 
trator had no power to prosecute or require the prosecution of alleged 
violations of the Federal Food, Drug, and Cosmetic Act, the judgment 
of the Attorney General in the matter being final. Under the 1906 
Act the United States attorney had no alternative but to institute 
criminal proceedings when the matter was referred to him by the 
Secretary of Agriculture for that purpose.*® 

The case then follows the chain of command within the Food and 
Drug Administration and the Office of the General Counsel of the 
Federal Security Agency and, if prosecution is finally recommended, 
is forwarded to the Department of Justice for the actual prosecution. 

The formal criminal charge is either by indictment of a grand 
jury or, as is the more common procedure, by information ordinarily 
made upon the oath of the United States attorney, accompanied by 
affidavits of the inspector and analyst of the Food and Drug Adminis- 
tration who investigated the case. 

There is an interesting constitutional law question involved in 
such use of the information. The Fifth Amendment provides that “no 





2 U. 8. v. Morgan, 222 U. S. 274 (1911). 3137 F. (2d) 681 (D. C. App., 1943). 
73 21 USC 11. % 21 USC 12. 
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person shall be held to answer for a capital or otherwise infamous 
crime unless on a presentment or indictment of a grand jury.” Whether 
a crime is infamous depends upon the punishment provided there- 
for,?”7 and with the increased punishments contained in the 1938 Act, 
holdings under the 1906 Act that violations of the act did not constitute 
infamous crime may no longer control.** The prosecution of a corpora- 
tion and its manager as repeaters under Section 303 (a) was instituted 
by indictment.” The United States Court of Appeals for the Seventh 
Circuit found no merit in U. S. v. Kordel*® to appellant’s contention 
that he should have been prosecuted by indictment rather than by 
information, citing a case so holding under the 1906 Act. This 
decision was upheld by the Supreme Court ** which in Footnote 3 to 
the opinion stated that since the maximum penalty provided for the 
offense charged was imprisonment for not more than a year or a fine of 
$1,000, or both, prosecution by information was authorized. 

Under the new Rules of Criminal Procedure, the information may 
be filed without leave of court.** Previously it was mandatory to 
obtain such leave before filing with the court.** Criminal prosecutions 
under the act take place in the federal district in which the offense is 
committed. The defendant has a right to a jury trial, which he may 
waive with the approval of the court and the consent of the govern- 
ment. As in every criminal prosecution, the defendant is entitled to 
the benefit of a presumption of innocence, and the burden of proving 
the allegations of the information beyond a reasonable doubt rests 
upon the government.** 


Clarification in U. S. v. Dotterweich 


Many questions as to who may be prosecuted under the act, as 
well as other important points of criminal law, were answered in U. S. 
v. Dotterweich ** by the Supreme Court. A prosecution by information 
was instituted against Dotterweich and the corporation of which he 
was president and general manager for violations of Section 301 (a). 
The jury disagreed as to the corporation and found Detterweich guilty 
on all three counts. The United States Court of Appeals for the Second 





7U. 8. v. J. Lindsay Wells Company, 
186 F. 248 (DC Tenn., 1910); Rule 7 (a), 
Federal Rules of Criminal Procedure. 

32U. 8. v. J. Lindsay Wells Company, 
cited at footnote 27; Weeks v. U. 8., 216 F. 
292 (CCA-2, 1914). 

2 U. S. v. Roma Macaroni Factory et al., 
75 F. Supp. 663 (DC Calif., 1947). 

3° 164 F. (2d) 913 (CCA-T, 1947). 


aU. §. v. J. Lindsay Wells Company, 
cited at footnote 27. 

32 Kordel v. U. S8., 335 U. S. 345 (1948). 

33 Rule cited at footnote 27. 

*% In re Wilson, 168 F. 566 (R. I. Cir. Ct., 
1909). 

% Pasadena Researoh Laboratories, Inc. 
et al. v. U. 8., 169 F. (2d) 375 (CCA-9, 
1948), cert. den., 335 U. S. 853. 

% See footnotes 14, 26. 
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Circuit had reversed the conviction *’ holding that under Section 
303 (c) Congress had not expected anyone except the principal to get 
a guaranty that the article was not in violation of the act or to make 
the guilt of an agent depend upon whether his employer had gotten 
one. The Supreme Court rejected this view of the effect of the guaranty 
section which would have severely limited the number of responsible 
persons who could be held criminally liable. The purpose of the 1906 
Act and the 1938 Act, which increased its scope and the penalties for 
violation in protecting the health and economic well-being of the 
people, requires a construction of the act making it workable and effective. 


The prosecution to which Dotterweich was subjected is based on a now 
familiar type of legislation whereby penalties serve as effective means of 
regulation. Such legislation dispenses with the conventional requirement for 
criminal conduct—awareness of some wrongdoing. In the interest of the larger 
good, it puts the burden of acting at hazard upon a person otherwise innocent 
but standing in responsible relation to a public danger. 

The court went on to say that “if a guaranty immunizes shipments 
of course it immunizes all involved in the shipment.” But the want 
of a guaranty does not cut down the scope of responsibility of all who 
are concerned with transactions forbidden by Section 301. In a clear 
statement of responsibility for violation of Section 301, the court said 
that under that section 


; a corporation may commit an offense and all persons who aid and abet 
its commission are equally guilty. The offense is committed, unless the enter- 
prise enjoys the immunity of a guaranty, by all who do have such a responsible 
share in the furtherance of the transaction which the statute outlaws—putting 
into the stream of interstate commerce adulterated or misbranded drugs. Balancing 
relative hardships, Congress has preferred to place it upon those who have 
at least the opportunity of informing themselves of the existence of conditions 
imposed for the protection of consumers before sharing in illicit commerce, 
rather than to throw the hazard upon the innocent public who are wholly helpless. 


Criminal-Intent Question Resolved 


This case puts to rest the question of whether criminal intent or 
guilty knowledge on the part of the defendant is a prerequisite to 
prosecution under the act. There are divergent lines of cases ** on the 
necessity of allegation and proof of criminal intent under the 1906 Act, 
which like the present act is not explicit on this important point. The 





7 U, 8. v. Buffalo Pharmacal Company, David Roberts Veterinary Company, Inc., 
Inc. and J. H. Dotterweich, 131 F. (2d) 500 104 F. (2d) 785 (CCA-7, 1939). Cases tend- 
(CCA-2, 1942). ing towards not requiring criminal intent: 

% Cases tending towards a requirement Strong, Cobb & Company, Inc. v. U. 8., 
of criminal intent include U. 8S. v. Bowers 103 F. (2d) 671 (CCA-6, 1939); U. 8S. v. 
(DC Tenn., 1916); U. 8. v. Tetz et al. (DC Mayfield, cited at footnote 12; U. 8. v. 
Wash., 1919): U. S. v. Italian Importing Koshland (DC Calif., 1917): U. 8S. vw. 
Company (DC N. Y., 1919); U. 8S. v. Dr. Sprague, 208 F. 419 (DC N. Y., 1913). 
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Supreme Court had as long ago as 1922, in U. S. v. Balint,*® a prosecu- 
tion under the Narcotics Act, stated that 


. where one deals with others and his mere negligence may be dangerous 
to them, as in selling diseased food or poison, the policy of the law may, in 
order to stimulate proper care, require the punishment of the negligent person 
though he may be ignorant of the noxious character of what he sells. 


The Third Circuit, in a case under the 1938 Act, *° held that the 
constitutional requirement of due process is not violated merely because 
mens rea is not a required element of a prescribed crime. It declared: 


Where the offenses prohibited and made punishable are capable of inflicting 
widespread injury and where the requirement of proof of the offender’s guilty 
knowledge and wrongful intent would render enforcement of the prohibition 
difficult if not impossible . . ., the legislative intent to dispense with mens rea 
as an element of the offense has justifiable basis. 


Violations as ‘‘Public Welfare Offenses’’ 


Criminal violations of the Federal Food, Drug, and Cosmetic Act 
have been classed under the term “public welfare offenses.” *' The 
last century has seen the growth of the concept of public welfare 
offenses, brought about by the use of the criminal-law machinery in 
the various fields of social regulation. These offenses are punished 
without proof of criminal intent and are distinguished from the general 


criminal offenses on two bases: (1) the character of the offense—in 
general, offenses not requiring establishment of mens rea are the 
minor violations of laws regulating the sale of intoxicating liquor, 
impure or adulterated food, drugs or narcotics, criminal nuisances, 
violation of traffic or motor vehicle regulations, or of general police 
regulations passed for the safety, health or well-being of the com- 
munity and not in general involving moral delinquency; and (2) the 
nature of the penalty involved in its violation, which is generally 
slight and justifies the sacrifice of the interest of the individual and 
forces him to act at his peril where violation threatens serious and 
extensive public injury. 

Besides the usual reason expressed in the cases for denying the 
need for criminal intent—that of making the criminal penalties an 
effective means of regulating interstate traffic in food, drugs and 
cosmetics—another reason may be found in the language of the 1938 
Act. Sections 303 (a) and 303 (b) distinguish, as far as penalties are 
concerned, between violations of Section 301 and violations of Sec- 
tion 301 with intent to defraud or mislead, the latter carrying sub- 





%” 258 U. S. 250 (1922). “!Sayre, ‘‘Public Welfare Offenses,’’ 33 
“U. 8. v. Greenbaum, 138 F. (2d) 437 Columbia Law Review 55 (1932). 
(CCA-3, 1943). 








PAGE 758 FOOD DRUG COSMETIC LAW JOURNAL—OCTOBER, 1951 


stantially increased penalties. From such a distinction it may be force- 
fully argued that conviction may be had under Section 303 (a) with- 
out proof of criminal intent. Of course, as a practical matter, the 
absence of intent or guilty knowledge may serve to mitigate the pen- 
alty imposed, especially where the violation is merely technical.** 


Who May Be Found Liable? 


Again on the question of what persons may be found liable under 
the act, U. S. v. Parfait Powder Puff Company,* decided in 1947 by the 
Seventh Circuit, demands detailed discussion. Defendant company, 
engaged in manufacturing and selling cosmetics, contracted with 
Helfrich Laboratories whereby the latter manufactured, packed and 
distributed to defendant’s customers hair lacquer pads, defendant sup- 
plying jars, display cards and shipping containers. At the outset, 
Helfrich submitted samples which defendant found satisfactory. Later 
Helfrich, without defendant’s knowledge, substituted a deleterious 
ingredient in the product. It was held that defendant by its activity, 
using Helfrich as an instrumentality, caused the introduction into 
interstate commerce of an adulterated article in violation of the act. 
This it could not do without incurring the criminal penalties of the act: 

One who owes a certain duty to the public and entrusts its performance to 
another, whether it be an independent contractor or agent, becomes responsible 
criminally for the failure of the person to whom he has delegated the obligation 
to comply with the law, if the nonperformance of such duty is a crime. The 
liability was not incurred because defendant consciously participated in the 
wrongful act, but because the instrumentality which it. employed, violated the law. 


The act of the instrumentality is controlled in the interest of public policy 
by imputing the act to its creator and imposing penalties upon the latter. 


Liberal Interpretation v. Strict Construction 


In line with the Dotterweich and Parfait Powder Puff cases, the 
courts have been giving a liberal interpretation to the criminal penalty 
sections of the 1938 Act, and denying the rule of strict construction 
usually accorded penal statutes.** The importance of the act as 
remedial legislation outweighs the traditional protections of the indi- 
vidual against its penal provisions. However, there are still cases * 
running contrary to this trend and holding that a strict construction 
of the criminal statute is required, and distinguishing between the 
civil and criminal sanctions of the act. [The End] 





“CCH FOOD DRUG COSMETIC LAW 1947), aff'd, 335 U. S. 345 (1948); Pasadena 
REPORTS f 6325. Research Laboratories et al. v. U. 8., cited 

*8 See footnote 9. at footnote 35. 

“U. 8. v. Kordel, 66 F. Supp. 538 (DC “% Alberty v. U. 8., 159 F. (2d) 278 
Tll., 1946), aff'd, 164 F. (2d) 913 (CCA-7, (CCA-9, 1947). 








=~ 


\— 


oOo nm 


- 


_— 


SS © OF Om ODO VY 


= ‘¥ 


vw = 


_— 


‘* 


ed 








Sampling 


BY THE FOOD AND DRUG ADMINISTRATION 
By FRANK R. KENNEDY * 


This Article Includes a Consideration of the “‘Figlia Mia"’ 
and Prophylactic Cases, Which Deal with Sampling 
of Adulterated Items, and the Bireley Case, Which In- 
volves the Use of a Public Attitude Survey by the FDA 


ORE AND MORE of the world’s work is being done with the 

aid of the tools afforded by statistics. The work is done better, 
yet with the expenditure of less effort, time and money, as the 
Statistical method unfolds its enormous potentialities. 


In the discharge of its responsibilities, the Food and Drug Ad- 
ministration is perennially faced with the necessity of making the 
limited activities permitted to a relatively small agency work effectively 
to protect the public interest in respect to the nation-wide distribution 
of an astronomical number of products. 


Food processing alone constitutes probably the largest manufactur- 
ing industry in the country. Nor are the drug and cosmetic in- 
dustries insubstantial. Unable to give its attention at any one time to 
all products or even to all manufacturers of a single product, the 
Administration must somehow select those to receive attention. Nor 
can the agency examine all the output of any single manufacturer. 


While the methods of selection vary as the needs of effective en- 
forcement of the Act require, always there must be selection—by 
some method of sampling. This paper is concerned with the experience 
of the Administration in the courts with its sampling methods.’ 





* Of his article, Professor Kennedy notes: It does not, for example, undertake to 











“Professor Lloyd A. Knowler, Chairman of 
the Department of Mathematics of the 
State University of Iowa, has checked the 
Statistical computations and observations 
made herein but is not responsible for any 
of the conclusions offered."’ 

‘This article does not cover all aspects 
of the subject comprehended by the title. 


examine the limitations imposed on the 
Food and Drug Administration in its 
sampling procedures by the Fourth and 
Fifth Amendments. Cf. U. 8. v. Myers 
(DC Colo., 1925), printed in Decisions of 
Courts in Cases Under the Federal Food 
and Drugs Act (White and Gates Ed., 


(Continued on following page) 
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The original Food and Drugs Act of 1906 directed its primary 
prohibition against the introduction into interstate or foreign com- 
merce of “any article of food or drugs which is adulterated or mis- 
branded.” Section 4 of that Act authorized “examinations of specimens 
of foods and drugs”; if the examination should disclose that “any of 
such specimens is adulterated or misbranded,” notice was to be given 
to the party “from whom such sample was obtained.” “The results 
of the analysis or the examination of such article” were to be turned 
over to the United States district attorney for use as evidence in “ap- 
propriate proceedings” for the enforcement of the penalties provided 
in the Act.? These included seizure for condemnation of “any article 
of food, drug, or liquor that is adulterated or misbranded.” * 


Shipment as the Universe to Be Sampled 


The agencies charged with administering the Act of 1906 pro- 
ceeded on the assumption that Congress had authorized seizure and 
condemnation of an entire shipment of products on the basis of an 
inspection of a sample. This practice, based on an expansive inter- 
pretation of the word “article,” was generally sanctioned by the 
courts.* Since the Federal Food, Drug, and Cosmetic Act of 1938 





(Footnote 1 continued) have plagued the local authorities in try- 


1934), p. 1159, hereinafter cited as F & D 
Act Decisions, suppressing evidence of 
samples taken from the mails; U. 8S. v. 


B. & M. External Remedy, 36 F. (2d) 53 
(DC N. Y., 1929), rejecting a challenge to 
the seizure of samples based on alleged 
violations of the Fourth and Fifth Amend- 
ments; nor is there any consideration of 
such procedural difficulties as those that 


ing to decide where and how to sample 
milk under the English Food and Drugs 
Act. See 111 Justice of the Peace 157, 
546, 567, 705 (1947). 

2 Section 5, 34 Stat. 769 (1906). 

3 Section 10. 

4A. O. Andersen & Company v. U. &., 
284 F. 542 (CCA-9, 1922); U. 8. wv. 2,205 
Cases of Canned Salmon (DC Tex., 1925), 
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makes no material change in the provisions pertinent to this problem,® 
it seems clear that it is not necessary for an inspector to check every 
can or package or even every case of a shipment to render it subject 
to condemnation.*® 


Thus, in 1946 an entire interstate shipment of 935 cases of tomato 
puree was condemned on the basis of an examination of “several 
samples,” even though some cases or cans in the shipment were so 
marked as to indicate different dates of canning. The report of the 
case’ does not indicate the size of the sample, how the sample was 
taken or the number found defective. It was enough to support the 
order that the samples were “reasonably representative of the lot 
shipped,—that is, taken at wide random from the entire shipment.” 
The data given are inadequate to permit a critical evaluation of the 
court’s judgment on the facts, but in apparently ignoring the sug- 
gestion that the lots might have quite different characteristics and 
might not properly have been included in a single universe, the decision 
is suspect. Whether a sample is adequate certainly depends on more 
than its randomness. 


The concept of the shipment (to a particular consignee) as the 
universe to be sampled is apparently regarded as basic by the Food 
and Drug Administration.’ A requirement that different batches in 
a single shipment, run off in different production cycles, be treated as 
different universes for sampling would often entail considerable in- 








printed in F & D Act Decisions, p. 1133; 
U. 8B. v. 496 Cases of Canned Salmon, 
F @ D Act Decisions, p. 1099 (DC Mo., 
1924). But see U. 8. v. 200 Cases, More or 
Less, of Canned Salmon, 289 F. 157 (DC 
Tex., 1923); cf. U. 8. v. Direct Sales Com- 
pany, 252 F. 882 (DC N. Y., 1918) (ship- 
ment of seven medicines, each being 
adulterated and misbranded, held to con- 
stitute 14 violations). 

5 See Secs. 304 and 702 of the Act of 1938. 

®U. 8. v. 43% Gross Rubber Prophylac- 
tics, 65 F. Supp. 534, 536 (DC Minn., 1946), 
aff'd as Gellman v. U. 8., 159 F. (2d) 881 
(CCA-8, 1947). 

7U. 8. v. 935 Cases of Tomato Puree, 65 
F. Supp. 503 (DC Ohio, 1946). 

SIt is interesting to compare with the 
present practice of the Food and Drug 
Administration the grounds of opposition 
taken by former Chief W. G. Campbell to 
a proposed amendment to one of the bills 
that preceded the Act of 1938. The pro- 
posed amendment, a modified version of 
which became Sec. 702 (b), required the 


Secretary of Agriculture to provide a part 
of any official sample of a food, drug or 
cosmetic for independent or joint check 
examination by the manufacturer or dis- 
tributor named on the label. Mr. Camp- 
bell pointed out that where the composition 
of the product is not uniform, examination 
of a _ subdivision by the manufacturer 
would yield analytical results different 
from those obtained by the government. 
Then he noted that nonuniformity would 
be characteristic of all food and drug 
products that are adulterated because they 
consist partly of filthy material, of perish- 
able products susceptible to decomposition, 
and of certain others. (Hearings Before a 
Subcommittee of the House Committee on 
Interstate and Foreign Commerce on H. R. 
6906, 8805 and 8941, and S. 5, 74th Con- 
gress, 1st Session, pp. 752-753 (1935), re- 
printed in Dunn, Federal Food, Drug, and 
Cosmetic Act (1938), pp. 1235, 1309-1310. 
Hereinafter, citations to these legislative 
materials will be shortened to ‘‘Hearings’’ 
and ‘‘Dunn,”’ respectively.) 
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convenience.*® At least one court, however, in ruling against the United 
States, emphasized the importance of evidence of identity of conditions 
of production of a number of cans if they are to be treated as a unit 
or universe for the purposes of the Act.” If a claimant contends that 
there are different production lots in a shipment which should be 
treated as different universes for sampling and testing purposes, it 
seems reasonable to require him to segregate the lots. Moreover, in 
the absence of proof that the different lots do in fact have differing 
characteristics, the court or jury should be permitted to infer that 
a single shipment constitutes a suitably homogeneous universe." 


‘Fair and Representative’’ Sample 


How much of a sample must the government take before it may 
be called adequate, that is, fair and representative? The answer to 
that question necessarily depends on all the relevant facts. In the 
most recent case presenting a challenge to a sample on the ground that 
it was not representative,’? the shipment consisted of 180 one-gallon 
cans of edible oils, and the government restricted its proof to an 
analysis of the contents of a single can out of this shipment. However, 
witnesses testified that by the claimant’s method of manufacture as 
much as 8,600 gallons were mixed at one time. The court observed: 
“Tf all the cans in each shipment to a single consignee were filled from 
the same ‘mix’ obviously a sample taken from one can was representa- 
tive of all the cans in that shipment. The appellant offered no evidence 
to prove that the contents of the cans in a single shipment came from 
different mixes.” ** In the absence of such evidence the jury was 
allowed to infer that all the oil in any one shipment of no more than 
180 gallons did come from the same mix and that a one-gallon sample 
was representative. 





® But see testimony of former Chief W.G. ment, however, appeared to treat the 





Campbell to the effect that under certain 
circumstances a system of coding might 
be useful in the isolation of the product 
of a single day’s operation during which a 
temporary objectionable production condi- 
tion had resulted in adulteration. (Hear- 
ings, at p. 88, Dunn, at p. 1264.) In C. C. 
Company v. U. 8., 147 F. (2d) 820 (CCA-5, 
1944), one lot, ‘‘code number 4J70,"’ was 
found not adulterated, while other lots 
were condemned. 

In U. S. v. 43% Gross Rubber Prophylac- 
tics, cited at footnote 6, the government 
apparently treated a single shipment of 
rubber prophylactic devices which were 
packaged under two different brand names 
as two universes. The courts in sustain- 
ing the condemnation of the whole ship- 


entire shipment as a single universe. See 
the discussion below. 

”U, §. v. 1,459 Cases of Canned Salmon, 
F &@ D Act Decisions, pp. 995, 996 (DC 
Wash., 1921). Some of the language in 
this opinion must be regarded as overruled 
by A. O. Andersen & Company v. U. 8., 
cited at footnote 4. 

uU. §. v. Five Cases, More or Less, 
Containing “‘Figlia Mia Brand’ Oil, 179 
F. (2d) 519, 521 (CA-2, 1950) cert. den., 
70 S. Ct. 997 (1950); cf. Wm. M. Galt & 
Company v. U. 8., 39 App. D. C. 470 (CA 
of D. C., 1913). 

2 U,. 8. v. Five Cases, More or Less, Con- 
taining “Figlia Mia Brand” Oil, cited at 
footnote 11. 

13179 F. (2d) 519, 521. 
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Whether a sample is fairly representative is then an issue of fact.** 
Hence, competent evidence relevant to that issue is admissible, and 
the burden of proof as to the sufficiency of the size of the sample is 
on the government.*® Nevertheless, the court in the edible-oil case 
said that the jury might properly be permitted to consider the failure 
of the claimant to ask for additional samples as bearing on this issue.** 


The case perhaps going furthest in upholding a sample against a 
challenge to its representativeness involved a shipment of prophylactics.*’ 
The shipment included two brands, about 43% gross of “Xcello Pro- 
phylactics” and 112% of “Silver-Tex Prophylactics,” and two sets of 
samples were taken of each brand, one before seizure and one after. 


In the postseizure test the government took one dozen rubber 
devices from each of 36 gross cartons of Xcellos, and from the three 
gross so selected, 72 samples were taken at random. Six, or 8.3 per 
cent, of the 72 were found to be defective. In a preseizure test of the 
same brand, 108 were selected, by a method not made clear, and 
eight were found to be defective, again about 8 per cent (7.4 per cent). 

The postseizure samples of the Silver-Tex brand were obtained by 
substantially the same method as in the case of the Xcellos. Here 
120 samples were taken, and four, or 3.3 per cent were defective. In the 
preseizure test of this brand, 108 were taken as in the case of the 
Xcellos, and 12 were found defective, that is 11.1 per cent.** The trial 
court concluded its recital of this evidence by observing that “The 
average defects, therefore, of all the tests is approximately 7.37 per 
cent.” 

Combining the results of testing four independent samples of what 
appear to be, or what might very well be, two distinct lots in the over- 
all average of 7.37 per cent is of doubtful validity under accepted 
statistical theory, particularly in the light of the variation in the results 








“U. 8. v. 2,995 Cases of Canned Salmon, 
F & D Act Decisions, p. 1136 (DC Wash., 
1925); U. S. v. 1,500 Cases of Tomato Pulp, 
F € D Act Decisions, p. 892 (DC N. Y., 
1918): U. 8S. v. Golden &€ Company, F & D 
Act Decisions, p. 1033 (Police Ct. D. C., 
1922) (criminal prosecution). Cf. Wm. M. 
Galt € Company v. U. 8., cited at foot- 
note 11. 

% U.S. v. Five Cases, More or Less, Con- 
taining “Figlia Mia Brand’ Oil, cited at 
footnote 11; U. 8. v. 43% Gross Rubber 
Prophylactics, cited at footnote 6. 

*% U. §. v. Five Cases, More or Less, Con- 
taining “Figlia Mia Brand” Oil, cited at 
footnote 11, at p. 522. The duty of the 
government to provide a part of an official 
sample for independent analysis when re- 


quested pursuant to Sec. 702 (b) is a con- 
dition precedent to prosecution, ‘‘save in 
properly excepted cases."" Triangle Candy 
Company v. U. 8., 144 F. (2d) 195 (CCA-9, 
1944). 

7U, 8. w. 43% Gross Rubber Prophy- 
lacties, cited at footnote 6. 

% Over 22,000 rubber devices were in- 
cluded in the shipment seized, 408 samples 
were tested (1.8 per cent of the total), and, 
altogether, 30 were found to be defective. 
Statistically, ‘‘the absolute size of a ran- 
dom sample is much more important than 
its relative size compared to the size of 
the lot.’’ Grant, Statistical Quality Con- 
trol (1946), p. 344. See also footnote 30, 
below. 
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of the Silver-Tex tests. Nonetheless, the trial court found, and the 
appellate court affirmed, the sample to be fair and the result of the 
testing sufficient to warrant condemnation of the entire shipment, 
subject to the claimant’s right to cull out the leakers pursuant to 
Section 304 (d). 


Although the trial court was probably unwarranted in applying 
the percentage figure of 7.37 to the entire shipment to obtain an as- 
sumed total of over 1,500 defective items, the condemnation of the 
shipment of Xcellos is not subject to criticism if the law is properly 
understood to prohibit the shipment of a lot with even so much as 
1 per cent of it defective.’"® The relevant portion of the Act prohibits 
adulteration and misbranding absolutely, that is, without recognizing 
any tolerance.*° The argument of the claimant that condemnation of 
an entire shipment works a grave injustice when the percentage of 
defectives appears to be so low was met by the reminder that the 
good can be saved from the bad under Section 304 (d) by the use 
of the company’s methods of inspection. On the other hand, to require 
the government to present further proof would result in further de- 
struction of both good and bad, since its testing method rendered all 
the items tested useless. The condemnation of the Silver-Tex ship- 
ment, nevertheless, appears to be without substantial basis from a 


statistical point of view.” 


Sampling for Filth, Putrefaction or Decomposition 


When the ground for seizure is adulteration on account of the 
presence of a “filthy, putrid, or decomposed substance,” ** a special 


problem in statutory interpretation is presented. Since adulteration 





*1In the preseizure sample of Silver-Tex 
devices, the per cent defective was 11.1, 
with a standard deviation of 3.02 per cent, 


” The absence of a significant difference 
between the results of the preseizure and 
postseizure testing of the Xcellos indicated 


no reason for believing two universes were 
present. The average per cent defective 
of that brand was 7.8, with a standard 
deviation of 2 per cent. The generalization 
could be made on the basis of this data 
that the lot of Xcellos was between 1.8 
per cent and 13.8 per cent defective; there 
was less than one chance in one hundred 
that the lot was free of defectives. For a 
comparable case involving canned salmon, 
see A. O. Andersen & Company v. U. 8., 
cited at footnote 4. 

2% The devices were seized on the grounds 
that they were adulterated within the 


meaning of Sec. 501 (c) and misbranded 
within Sec. 502 (a). 


while the postseizure sample showed a 
per cent defective of 3.33, and a standard 
deviation of 1.64 per cent. The probability 
that such a discrepancy could arise by 
chance alone is only about .02 (one time 
out of 50). Consequently, there was suf- 
ficient reason for the taking of additional 
samples before making any generalization 
as to the condition of the entire lot. 

22 Pursuant to Sec. 402 (a) (3) (food), 
Sec. 501 (a) (1) (drug or device) or Sec. 
601 (b) (cosmetic). Section 7 of the Act 
of 1906 had a somewhat differently phrased 
provision, comparable to Sec. 402 (a) (3) 
as to adulterated food. 
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of this kind exists “if it consists in whole or in part” of such a sub- 
stance, the question is. whether one, a few, many or all of the samples 
examined must show adulteration. 


Judge Learned Hand construed the phrase “in part” to require 
that filth, for example, be present in a substantial degree, but con- 
ceded that the requirement might under some circumstances be met 
“even though the filth was present to a degree that can be only 
observed under a microscope.” ** Moreover, the statute has bten held 
not to require every can or package to contain filthy, putrid or 
decomposed matter; ** if so, not every can or package sampled need 
be shown to violate the Act in order for condemnation of the whole 
shipment to be ordered. 


In a salmon case, involving 1,974 cases, analysis of 384 samples 
indicated that nearly one fifth of the product analyzed was putrid or 
tainted, and approximately one fourth was putrid, tainted or stale.*® 
The court of appeals reversed the district court’s direction of a verdict 
against the government on its prayer for condemnation of the whole 


shipment.*® 


In this court’s view, it was a question of fact whether the evidence 
of filth, putrefaction or decomposition adduced from a fair sample was 
sufficient to make the entire shipment adulterated “in whole or in 
part” within the meaning of the statute. This avoids an overliteral 
interpretation of the language, which might render an entire ship- 
ment subject to condemnation on uncontradicted proof of the presence 














2 U. S. v. 408 Bushels of Oysters, F & D 
Act Decisions, pp. 718, 720-721 (DC N. Y., 
1916). Cf. U. 8. v. 1851 Cartons, 146 F. 
(24) 760 (CCA-10, 1945) (trial court's find- 
ing that 6 per cent of entire shipment of 
frozen fish was decomposed required con- 
demnation). 

“U.S. v. 2,205 Cases of Canned Salmon, 
cited at footnote 4, at p. 1135. 

2% 4. O. Andersen & Company v. U. 8., 
cited at footnote 4, rev’g U. S. v. 1,974 
Cases, F & D Act Decisions, p. 1037 (DC 
Wash., 1922). A ‘“‘stale’’ can was defined 
as ‘‘one plainly disclosing the beginning of 
decomposition,”’ a ‘‘putrid or tainted can’’ 
as “one containing rotten or decayed sal- 
mon .. . offensive to the smell.” 

2 The trial court’s instructions carrying 
out the mandate of the court of appeals 
appear under the style of U. 8S. v. 1,974 
Cases of Canned Salmon, F & D Act De- 
cisions, p. 1108 (DC Wash., 1924). 


In U. 8S. v. 430 Cases of Canned Salmon, 
F & D Act Decisions, p. 1035 (DC S. C., 
1922), the government's sampling and ex- 
amination indicated that 12 per cent of the 
shipment was ‘‘bad’’ and 25 to 30 per cent 
of the remainder was stale. Under court 
order a can was taken from every forty- 
third case, or ten cans in ail, and submitted 
to a chemical expert agreed upon by the 
parties. Although the analyst designated 
reported that the cans selected were of 
sound quality, and notwithstanding cor- 
roboration of his results by a commercial 
test by three salmon brokers, the court 
ordered condemnation of the entire lot 
because it was unwilling to disregard the 
results of the government’s examination, 
which included a substantially larger sam- 
ple and ‘‘was of a more extended and care- 
ful character than that given otherwise."’ 
U. 8. v. 430 Cases of Canned Salmon, at 
p. 1037. 
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of any filth in any part of the product.?” Presenting a wholly different 
view, Judge Hutcheson has expressed the opinion that if the testing of 
a sample should fail to show the part tested to be running “uniformly 
bad,” the evidence would be insufficient as a matter of law to warrant 
a condemnation of the whole; in a case where only one fifth of the 
sample appeared to be adulterated, he would put the government, rather 
than the claimant, to the trouble of separating the bad from the good.** 


Policy of Administration 
The legal implications of the Administration’s sampling pro- 
cedures have been most fully developed in the condemnation cases 
discussed above. However, evidence based on sample testing may 
be relied on when another sanction is pursued and whether adultera- 
tion or misbranding is charged.”® 


The Administration does’ not adhere to any particular sampling 
plan.*® In checking for economic violations, such as short weight, 
larger samples are required than in the case of adulteration in the form 
of decomposition or filth.** The size of the sample may vary depend- 





27The government has apparently con- 
tended for the literal interpretation. See 
U. 8. v. 496 Cases of Canned Salmon, cited 
at footnote 4, at p. 1104, where the court, 
in rejecting the government’s position, in- 
structed the jury that it might determine 
whether a tolerance for decomposed salmon 
ought to be allowed and what the tolerance 
Ought to be, taking into account that oc- 
casionally such a salmon must get into a 
canner’s product, notwithstanding the use 
of care required of ‘‘an ordinarily careful 
and prudent person under similar circum- 
stances.’’ Accord, U. 8. v. 243 Cases of 
Canned Salmon, F & D Act Decisions, p. 
1131 (DC Tex., 1925). On the impropriety 
of applying the standard of care in this 
situation, see U. 8. v. 1,974 Cases of 
Canned Salmon, cited at footnote 26, at 
p. 1110. 

%U. §. v. 200 Cases, More or Less, of 
Canned Salmon, cited at footnote 4, at p. 
160. Although so far as the adulteration 
charge was concerned, the court was in- 
clined to require the government to test 
every can to be condemned, it allowed 
condemnation of all because of misbrand- 
ing. See also U. 8. v. 1851 Cartons, 55 F. 
Supp. 343 (DC Colo., 1944), rev'd, 144 F. 
(2d) 356 (CCA-10, 1944). 

* See, e. 9g., U. S. v. John A. Tolman € 
Company, F & D Act Decisions, pp. 78, 80 
(DC Ill., 1909) (prosecution for misbrand- 
ing maple syrup); U. 8S. v. Golden & Com- 
pany, cited at footnote 14 (prosecution for 
adulteration of oysters). 


%* The statements in the first three sen- 
tences of this paragraph are based on a 
letter from Associate Commissioner Elliott, 
dated November 1, 1949. Miss Lila Knud- 
sen, statistician in the Food and Drug 
Administration, made this unofficial ob- 
servation in a recent article: ‘The in- 
escapable conclusion is reached that since 
there is no reason to be more lenient with 
a small lot than with a large lot, the 
sample size taken must be approximately 
the same regardless of lot size." ‘‘Sample 
Size of Parenteral Solutions for Sterility 
Testing,’’ 38 Journal ef the American 
Pharmaceutical Association, pp. 332, 337 
(1949). Here a small lot is considered to 
be one of between 50 and 100 units. 

%1 Former Chief Campbell stated in 1935 
that in the sampling of large consignments 
of canned goods to determine the presence 
of filthy or decomposed material, the man- 
ual of instructions required the inspector 
to procure one or more cans from cases 
throughout the stock. ‘‘The number of 
cases so sampled must at least equal the 
square root of the total number.’’ Hear- 
ings, at p. 753; Dunn, at p. 1310. In the 
cases that have come to court the number 
of samples taken have well exceeded this 
Suggested minimum. As a rough rule of 
thumb the quotation may furnish a useful 
guide, but it appears to require a larger 
sample than necessary for big lots and 
smaller than necessary for small lots. 
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ing on the amount of knowledge the Administration already has about 
the product being tested. 


An agency which must be continually conscious of budgetary 
limitations may appropriately take such practical considerations into 
account, while it keeps in view the primary objective of affording the 
maximum protection to the consuming public. 


Congress, nevertheless, intended that violators should be accorded 
the benefit of the usual procedural safeguards in the proceedings 
authorized to be taken under the Act. The cases suggest that some 
of the courts may have been willing to condemn entire shipments on 
the basis of evidence which no statistician would regard as satisfactory. 
This article does not argue that the question should be viewed purely 
as one of statistics, but simply that the trier of the fact should be 
aware of the significance of the evidence that is adduced. 


While the statute unquestionably does contemplate the use of 
samples or the results of testing samples as evidence,** it is nowhere 
made clear what weight shall be accorded such evidence. The use of 
this kind of evidence not unnaturally leads to argument as to whether 
the statute prohibits absolutely and whether perfect purity is humanly 
attainable. 


It is common experience that courts shrink from applying criminal 
sanctions and forfeiture provisions in cases of insignificant or incon- 
siderable violations. Thus, judges have often put flexibility into the 
rigidly prohibitory adulteration provisions by allowing juries con- 
siderable scope in rendering their findings. When judges go so far, 
however, as to permit juries to decide not only whether the applicable 
standard has been met but also to determine the very standard to be 
applied,** there is difficulty in finding statutory authority for this 
allocation of responsibility. 


The courts ** which have refused to mitigate the statutory pro- 
hibition despite claimants’ testimony that the Administration has 





8% See Secs. 702 (b), 304 (c). Cf. Sec. The court at one point said that ‘‘while 
801 (a). recognition of practices or tolerances 
% As in the cases cited at footnote 27, adopted by the Administrator is to be 
above. taken into account .. . in applying the 


statute [Sec. 402 (a) (3)], . . . here the 
evidence . shows an excess of sub- 
stantial parts above the tolerances adopted 
....’ At other points of the opinion, how- 
ever, the court emphasized that the statute 
itself recognizes no qualification on the 


% A. O. Andersen &€ Company v. U. 8., 
cited at footnote 4; U. 8S. v. 935 Cases, 
More or Less, of Tomato Puree, cited at 
footnote 7. In the latter case, the defend- 
ant offered testimony that the Administra- 
tor had circulated certain information 





respecting tolerances for decomposition, 
filth and putrefaction in tomato puree. 


prohibition of shipment of adulterated 
food and, indeed, suggested doubt that a 
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unofficially recognized certain tolerances under Section 402 (a) (3) are 
on sounder legal ground. When a court believes, however, that the 
Administrator has procured the institution of a proceeding which 
should have been handled as a minor violation under Section 306, 
and the government’s evidence is based on tests of samples, the 
present state of the law appears to allow considerable freedom in the 
handling of the issues of fact and law to protect the defendant against 
a harsh judgment.** 


Opinion Sampling 


An instance of sampling by the Food and Drug Administration 
of a quite different kind of universe has recently been reviewed by the 
courts. In U. S. v. 88 Cases, More or Less, Containing “Bireley’s Orange 
Beverage,” * the government sought condemnation under Section 402 
(b) (4), charging that th® food in question had been adulterated by 
the addition of substances “to make it appear better or of greater 
value than it is.” The principal proof offered by the government 
relative to the appearance of the product consisted in evidence of 
surveys of consumer opinion. The surveys were conducted at hospitals 
or clinics in Chicago, Philadelphia, Minneapolis, Washington and 
Camden by members of the institutional staffs, using short question- 
naires and acting under instructions provided by the Food and Drug 
Administration. Most of the respondents interviewed were mothers 
or prospective mothers who were at the time undergoing examinations 
or seeking advice in connection with recent or expected births. Each 
respondent was shown a bottle of Bireley’s Orange Beverage and was 
asked what she thought it was or contained. A summary of the results 
of the survey, which collated answers by 3,539 persons, was presented 
by an officer of the Administration, and the questionnaires and answers 
themselves were admitted in evidence and turned over to the jury for 
examination. Counsel for the claimant objected to the admission of 
the surveys on the grounds that they were hearsay and that, in any 
event, the conditions under which they were obtained rendered the 
results totally unreliable. The Court of Appeals for the Third Circuit, 
in sustaining the trial court’s ruling, rejected the contention that the 





regulation for tolerating unavoidable in- tered, the court may under Sec. 304 (4d) 
gredients would be valid. The only regula- permit the delivery of the product to the 
tion setting a tolerance in respect to claimant under bond for such processing or 
adulteration of food (21 CFR Sec. 120.1 inspection as may be necessary to bring 
(1949) (limit on fluorine as _ insecticidal the product or part of it into compliance. 
residue on apples and pears)) finds explicit %* CCH FOOD DRUG COSMETIC LAW 
authorization in Sec. 406. REPORTS { 7199, 187 F. (2d) 967 (CA-3, 
*It is to be remembered that even 1951). 
though an order of condemnation is en- 
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evidence was hearsay and said that the challenge to the technical 
adequacy of the surveys went to their weight rather than their ad- 
missibility. 

The court of appeals, however, vacated the decree of condemna- 
tion and remanded for further proceedings because of errors in instruc- 
tions to the jury. The jury had been told that its function was to 
determine whether any part of the public would be misled by the ap- 
pearance of the product, that, in weighing the evidence, the govern- 
ment need not show that any given number or percentage of persons 
was misled. In reversing, the court said that “The correct standard 
was the reaction of the ordinary consumer under such circumstances 
as attended retail distribution of this product.” *’ If the government 
is to prevail on a new trial, it must also show that ordinary consumers 
confused the claimant’s product with a “defined superior product,” 
not merely that they “considered the drink less diluted than in fact 
it was.” 38 


Admissibility of Evidence 


While evidence of the results of surveys of public opinion and 
attitude has been admitted and considered in a number of earlier cases, 
particularly in the field of trade-marks and unfair competition,*® the 
Bireley case contains the clearest and most authoritative ruling vet 
handed down affirming the admissibility of such evidence. The willing- 
ness of the court to permit the evidence to come in is particularly 
interesting in the light of several features of the surveys which were 
pointed out to the appellate court by the claimant.*® An opinion- 
research expert brought in by the claimant testified that the surveys 

















% See footnote 36. Continued the court: 
“What constitutes the norm of common 
sense and judgment is peculiarly the prov- 
ince of the jury to decide by relating 
common experience in the conduct and 
reaction of people to the circumstances at 
hand and by weighing such evidence as 
may be offered of the actual reactions of 
numbers of ordinary people in similar cir- 
cumstances."’ This is believed to be the 
only published opinion indicating the 
proper mode of instructing the jury when 
it has been permitted to consider survey 
evidence. 

* The trial court had used an instruc- 
tion of a type often given in unfair com- 
petition cases, where the issue is likelihood 
of confusion. See, e. g., J. N. Collins Com- 
pany v. F. M. Paist Company, 14 F. (2d) 
614, 616 (DC Pa., 1926); Florence Manu- 


facturing Company v. J. C. Dowd & Com- 
pany, 178 F. 73, 75 (CCA-2, 1910). 


Some 


of the appellate court’s language in the 
Bireley case suggests not only a somewhat 
higher standard than is sometimes recog- 
nized in the trade-mark cases but also that 
the evidence must show actual confusion 
rather than merely likelihood of confu- 
sion. See 187 F. (2d) at p. 971, 973-974. 

%® See, e. 9g., Quaker Oats Company v. 
General Mills, Inc., 45 F. Supp. 462, 464 
(DC Ill., 1942), aff'd, 134 F. (2d) 429, 
431-433 (CCA-7, 1943); DuPont Cellophane 
Company v. Waxed Products Company, 6 
F. Supp. 859, 877, 885 (DC N. Y., 1934), 
modified, 85 F. (2d) 75, 80 (CCA-2, 1936); 
Oneida, Ltd. v. National Silver Company, 
25 N. Y. S. (2d) 271, 286-287 (S. Ct., 1940). 
I have discussed the legal aspects of 
sampling public opinion and attitudes at 
somewhat greater length in a paper pub- 
lished in The Polls and Public Opinion 
(Meier & Saunders Ed., 1949), pp. 92-108. 

* Brief for appellant, pp. 46-64. 
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were thoroughly unscientific and of no statistical validity. Specific 

challenges included the following points: 

(1) The surveys were not conducted so as to test reactions of the 
general consuming public in encountering claimant’s product 
in a realistic marketing situation.** 

(2) Tabulations failed to indicate the actual opinions or meanings 
of the respondents, by not taking into account that many persons 
answering “orange juice” did not mean undiluted orange juice 
but simply an orange drink. 

(3) Two differing questionnaire forms were used but the results of 
using both were combined in the tabulations. 

(4) The interviewers knew the purpose of the survey.*? 

(5) Discrepancies between results obtained on different surveys 
demonstrated their unreliability.* 

(6) The surveys were not made in randomly selected areas. 

(7) The persons: planning and conducting the survey were not 
available for cross-examination. 

(8) The government did not take the precaution of “pretesting”’ the 
questionnaire. 


While the court’s reasoning that the survey responses were not 
hearsay is difficult to accept,** it is fortunate that the court saw fit 





“The appellant's brief (p. 41, and fol- 
lowing) pointed out that the setting of the 
survey and the subjects selected for inter- 
view were such as to induce responses in 
terms of ‘‘orange juice.’’ It was argued 
that the exhibition of a bottle of an 
orange-co!ored liquid to an _ expectant 
mother or a mother of an infant in a 
hospital, without reference to price or 
manner of display, does not present the 
crucial question, namely, whether con- 
sumers are apt to buy the product under 
the impression that it is undiluted orange 
juice. 

42 Opinion research indicates that when 
interviewers know the purpose of the sur- 
vey, the results are subject to a bias 
factor. 

“Forty per cent thought the displayed 
product was ‘‘orange juice’’ in the Phila- 
delphia survey, but only 10 per cent gave 
the same response across the river in 
Camden. (Appellant's brief at p. 61.) Such 
a discrepancy indicates a material differ- 
ence in procedure in the two surveys. 

“ The court’s reasoning: ‘‘For the state- 
ments of the persons interviewed were not 
offered for the truthfulness of their as- 
sertions as to the composition of the 
beverage. They were not offered to prove 
that Bireley’s Orange Beverage is or is 


not orange juice. They were offered solely 
to show as a fact the reaction of ordinary 
householders and others of the public gen- 
erally when shown a bottle of Bireley’s 
Orange Beverage. Only the credibility of 
those who took the statements was in- 
volved, and they were before the court.’’ 
(187 F. (2d), at p. 974.) The last sentence 
is a plain non sequitur. The accuracy of 
the recorded responses of the persons in- 
terviewed as statements of their fair and 
honest opinions was the matter involved, 
and counsel for the claimant very reason- 
ably contended that cross-examination of 
the respondents would have revealed that 
extremely few, if any, of them would ever 
have purchased Bireley’s product in an 
actual marketing situation under the im- 
pression that it was pure, or in large part, 
orange juice. The survey evidence thus 
does run squarely up against the funda- 
mental objection to hearsay: the lack of 
opportunity to test the evidence by cross- 
examination. As suggested in the text, 
however, admission of the evidence is be- 
lieved to be justified, even if it is neces- 
sary to recognize a new and special ex- 
ception to the hearsay rule to get it in. 
For further development of this position, 
see references in footnote 39, above. 
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to make a forthright ruling that the results of public opinion surveys 
are admissible for whatever weight the trier of the fact may care to 
give them. 


While there may be surveys so conducted that a court ought not 
to admit their results in a jury case, insistence on strict adherence to 
what are thought to be scientific methods in the conduct of surveys 
as a condition to the admissibility of the results appears to be unwise, 
at least at the present juncture of the development of opinion sampling. 
Principles are evolving in this new field, but the experts have been 
unable thus far to draw up standards commanding general acceptance. 


If all opinion survey evidence should be excluded until standards 
of universal acceptance can be developed, the courts would be de- 
priving the judicial process of the advantage afforded by the only 
practical means yet developed of informing the trier of the fact on 
what is frequently the crucial question in litigation, namely, the public 
opinion, understanding or preference as to a particular subject matter. 
The alternative of trusting to judicial notice or the jury’s notice of 
what constitutes public opinion or attitude on a matter, entirely free 
of the influence of any survey, does not commend itself as necessary 
or desirable to enlightened administration of justice. Even when and 
if standards for opinion surveys are eventually promulgated, it is 
suggested that noncompliance with the standards ought not necessarily 
and in every case be a basis for exclusion. It is indeed doubtful whether 
a perfectly scientific survey can ever be conducted, even if one should 
be designed. In any event it is clear that in most situations the tech- 
nical adequacy of a survey bears a very direct relation to its cost, 
and the imposition of strict standards of admissibility would tend 
to make such evidence available only to litigants with relatively large 
resources. 


The claimant unsuccessfully objected in the Bireley case to the 
turning over of the completed questionnaires to the jury for examina- 
tion during its retirement. No necessity or justification appears for this 
practice ; worse, it is very likely to lead the jurors to place dispropor- 
tionate emphasis on individual answers. A summary presentation of 
survey results, assuming their relevance, by the expert who designed 
and supervised the survey would seem not to carry a serious risk of 
prejudice, however, and no reason appears why the faults of the 
survey cannot be successfully pointed out to the trier of the facts to 
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diminish its weight.*® Indeed, survey results submitted by one party 
have on occasion been thought by the court to substantiate the case for 
the other.*® In any event, while litigants have been successful in a 
number of reported cases in getting survey results into evidence, thus 
far it cannot be said that there is any close correlation between their 
admission and ultimate success of the proponent of the evidence in the 
litigation.*? 


Utility of Surveys in Proceedings Under Act 


There are numerous situations under the Act where the Ad- 
ministration may appropriately seek the aid of a survey of consumer 
opinion in the discharge of its responsibilities and where the tech- 
nical adequacy of the survey—for instance, as to the soundness of the 
sampling procedure—may be challenged by parties affected by action 
based thereon. For example, the requirement of Section 403 (g) 
that the “common or usual name” of a standardized food be selected 
“so far as practicable” may suggest in some cases the need for a poll.** 
The determination of standards of identity or quality may well be 
preceded by attitude surveys to ascertain which factors affecting ap- 
pearance and use are actually deemed of importance by the consuming 





public.*® As has been pointed out 


in the pages of this JouRNAL, the 





* This can be done both by adroit cross- 
examination of the expert witness who 
presents the survey evidence in court and 
by bringing in an expert witness to at- 
tack the soundness of the survey as con- 
ducted. Both methods were tried by 
counsel for the defendant in the Bireley 
case and in Campbell Soup Company v. 
Armour & Company, 81 F. Supp. 114 (DC 
Pa., 1948), aff'd, 175 F. (2d) 795 (CA-3, 
1949), cert. den., 70 S. Ct. 88 (1949). 

* See, e. g., Alexander Young Distilling 
Company v. National Distillers Products 
Corporation, 40 F. Supp. 748, 752 (DC Pa., 
1941). 

7 Cases in which the party who suc- 
ceeded in getting in survey evidence was 
nevertheless the loser on the ultimate 
issue: Campbell Soup Company v. Armour 
& Company, cited at footnote 45; Sunbeam 
Lighting Company v. Sunbeam Corpora- 
tion, 183 F. (2d) 969 (CA-9, 1950), rev'g 
83 F. Supp. 429 (DC Calif., 1949) (the trial 
court giving more weight to the survey 
evidence than did the court of appeals): 
cf. DuPont Cellophane Company v. Waxed 
Products Company, cited at footnote 39, 
where both parties introduced survey evi- 
dence, and the trial and appellate courts 
disagreed as to which survey was the 
more reliable. 

* On the other hand, a challenge to the 
name selected by the Administrator might 


be supported by the results of a survey. 
The Neufchatel case, Columbia Cheese 
Company v. McNutt, CCH FOOD DRUG 
COSMETIC LAW REPORTS {f 2361, 137 F. 
(2d) 576 (CCA-2, 1943), suggests possibili- 
ties that were not exploited. 

* Consider Cream Wipt Food Products 
Company V. Federal Security Administra- 
tor, CCH FOOD DRUG COSMETIC LAW 
REPORTS, 187 F. (2d) 789 (CA-3, 1951), 
which invalidated a standard of identity 
for salad dressing because it did not per- 
mit the use of milk or cream in substitu- 
tion for part of the water normally present 
in the starchy paste base of the dressing. 
The only record evidence to support the 
finding on which this exclusion was based 
was testimony of an administration offi- 
cial that purchasers of salad dressing 
labeled as containing milk or cream would 
be misled. The court, finding no showing 
that the official possessed any ‘“‘expertise in 
customer reactions to salad dressings or to 
the presence of cream or milk therein,” 
held the evidence unsubstantial. C/. Fed- 
eral Security Administrator v. Quaker 
Oats Company, 318 U. S. 218 (1943), where 
testimony by ‘‘representatives of con- 
sumer organizations which had made spe- 
cial studies of the problems of food 
standardization'’ was part of the substan- 
tiating evidence of record. 











PAGE 773 


SAMPLING 


line between standard and substandard quality is primarily a matter 
of consumer preference. 

In the Willapoint Oysters case ** the Administration used its in- 
spectors as pollsters to obtain evidence to counteract the claim 
of Willapoint that the standard of fill for canned oysters resulted in 
impairment of the quality of its product. The survey included dis- 
tributors of Willapoint’s product and sought to discover whether con- 
sumers had found the product currently being sold inferior to that sold 
before the promulgation of the standard. The court accepted the evi- 
dence. Together with other testimony, including some based on 
organoleptic examination of the product, it overcame some rather 
elaborate evidence of the packer indicating that compliance with the 
challenged standard of fill resulted in an increase in the twisted, torn, 
broken and browned oysters in its pack. The survey of distributors 
can hardly be said to involve a sampling procedure at all or to observe 
any of the safeguards that professional pollsters and opinion research- 
ers employ to assure reliability. 

While never undertaken, so far as is known, a survey conducted 
in accordance with conditions agreed to by both parties to a dispute 
would appear to be of genuine value in the resolution of litigation 
where the result should depend on what the public thinks or does. 
Bias in the survey should thereby be minimized, and collateral inquiries 
into what is scientific polling would be removed from the courtroom. 
Moreover, joint sponsorship of the survey would have the not-in- 
significant advantage of dividing the financial burden. 
been suggested that in appropriate cases surveys might be conducted 


It has even 


by a peripatetic examiner or commissioner deputized by the court.” 
Formidable practical difficulties may, of course, render early adoption 
of either suggestion unlikely. 


Surveys in Advertising 
In a recent case of interest to readers of this JOURNAL the Federal 
Trade Commission ordered the Bristol-Myers Company to cease 
references, in its advertising of Ipana tooth paste, to the results of 





Note that in U. 8S. v. 430 Cases of Canned 
Salmon, cited at footnote 26, the court 


%® Austern, ‘“‘The Formulation of Man- 
datory Food Standards,’’ 2 FOOD DRUG 


COSMETIC LAW QUARTERLY 532, 569 ordered a sample to be taken and sub- 
(1947). mitted to a chemical expert agreed to by 

51 Willapoint Oysters, Inc. v. Ewing, 174 the government and the claimant. A\l- 
F. (2d) 676 (CA-9, 1949), cert. den., 338 though the experiment came to naught in 


U. S. 860 (1949). 

52 Judge Woolsey 
Decca Records, 
(opinion not 


in Radio Corporation 
Inc. (DC 
published). 


of America v. 
N. Y., 1943) 


that the court ultimately disregarded the 
findings of the analyst selected, the pro- 
cedure adopted is suggestive of the pos- 
sibilities. 
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surveys of dentists in the United States. The advertising reported 
that twice as many dentists use Ipana as any other dentifrice, and 
that more dentists recommend Ipana for their patients than the 
next two dentifrices combined. These advertisements were based on 
answers to questionnaires sent at the instance of the company to each 
of 10,000 of the nation’s 66,000 dentists. The selection was made from 
among subscribers to two dental magazines. In reply 1983 question- 
naires were received. 

The 621 dentists who acknowledged that they used Ipana exceeded 
twice the number of users of the next most frequently named denti- 
frice (258), and 461 dentists said they recommended Ipana while the 
next two dentifrices had only 195 and 125 supporters each. Neverthe- 
less, the Court of Appeals for the Fourth Circuit agreed with the com- 
mission that these answers did not justify the advertising. The court 
was impressed with the fact that only 20 per cent replied. Said 
Judge Parker, in a clear expression of a fairly typical judicial attitude 
toward public opinion polling: 

It may well be that an accurate estimate of public opinion or practice can 
be obtained by a sampling process or survey, but the record is devoid of informa- 
tion on this subject and in the absence of the proof of the scientific principles, 
if any, which underlie the practice, we must rely upon the impression which the 
advertisements would be likely to make upon the mind of a man of ordinary 
intelligence. This is not to express the opinion that all advertisements based 
upon surveys must be barred, but merely that the information in the possession 
of the manufacturer in this case was insufficient to support its advertisements, 
and hence that the action taken by the Commission in this respect was within 


its authority.” 
It may be suggested that this language and holding indicate that 


the court would surely not admit the results of a survey not shown to 
be conducted in accordance with scientific principles. Whether or not 
the survey in the /pana case should be deemed admissible in court, 
however, there is a considerable difference between the effect of 
Ipana’s advertising on the casual reader and the effect of even a 
summary statement of the data obtained in a survey which is presented 
to a court or jury and subjected to such attacks on its reliability as 
counsel may be able to marshal and direct. 

Lawyers will be following a familiar pattern if they extend their 
cognizance to statistics, for the proper practice of their profession has 
always required them to delve well below the surface into other 


disciplines. [The End] 





58 Bristol-Myers Company v. FTC, 185 F. differences appearing between the results 
(2d) 58, 60-61 (CA-4, 1950). Had the orig- obtained in the original and the supple- 
inal surveys here been supplemented by a mental surveys, the advertising would 
survey of a subsample of the 80 per cent have been far less vulnerable to attack by 
who were nonrespondents, no significant the commission. 
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Substitution on Prescription 


By JOHN L. HAMMER, Jr. 


Although the Druggist Who Fills the Prescription with 
a Substitute Appears to Be the Basic Culprit, the Manu- 
facturer Who Saw in Substitution an Easy Way to Make 
Money Is the Real Instigator of This Unethical Practice 


HE SUBSTITUTION of one drug product for another in filling a 

prescription specifically calling for a product by its brand name 
is a practice that has been in existence for a long time. However, it 
has only been in the past few years that it has grown to such propor- 
tion as to be a major problem to most of our pharmaceutical firms. 
Perhaps this evil growth is due to the increase in the number and 
volume of specialties that are now so generally used in medicine, for 
it is these specialties that lend themselves to this practice. 


Although the druggist who actually fills the prescription with a 
substitute is the perpetrator of this unethical practice and, at first 
glance, would appear to be the baste culprit, in most cases it all really 
started back of him in the mind of some manufacturer who saw in 
substitution an easy way to make money. This manufacturer of 
substitute products is the real instigator of the whole fraudulent 
process, as his distribution of imitation products that can be passed 
off for well-known brands places in the hands of the druggist the 
instrument of fraud. Although we have had considerable experience 
in investigating imitations of our products we have no evidence to 
show that the substituting retailers themselves ever created the demand 
for substitutes. On the contrary, the evidence does show that the 
unscrupulous manufacturer has conceived the whole idea and presented 
it to those druggists who are weak enough to fall for his line. 


Generally, the manufacturers of substitutes are quite clever in the 
presentation of their goods. They realize that the bald statement that 
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their product X can be substituted on prescriptions for the well-known 
product Y because the physical characteristics of the two products are 
virtually indistinguishable gives the manufacturer of well-known Y 
excellent evidence against them for an unfair competition suit. Con- 
sequently, their approach to the retailer consists merely of asking him 
if he uses much Y, then showing the substitute X without comment. 
Any druggist will get the significance of this, and if he is inclined to 
substitute will make a purchase then and there. In most cases the 
transactions in substitutes are for cash and are made without receipts 
or other incriminating documents. Unfortunately, the respectable 
nonsubstituting pharmacist when so approached usually arises in 
righteous wrath and throws the substitute peddler out of his store 
without further ado. Certainly, we cannot blame him for this reaction, 
but it would be most helpful if he would play along with the substitute 
salesman in order to get as much information as possible so it could 
be turned over to the manufacturer of the genuine product. Such 
information is essential to tracking down many substitute sellers, as 
they have a passion for anonymity and are very difficult to identify. 


The effectiveness of this sly selling method was attested to by a 
substitute manufacturer who had been brought to court in an unfair 
competition suit. The judge asked him if he ever told druggists that 
his product could be substituted for another. He replied that he never 
made such a statement. “In fact,” he said, “I don’t have to. My 
product speaks for itself.” Suffice it to say that his imitation was well 
done and looked so much like the genuine product that it needed no 
explanation of its use. 


Not only are the substitute manufacturers alert to the best methods 
of disposing of their wares, but they are extremely keen as to what 
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these wares should be. Oftentimes they are aware of the success of a 
legitimate product almost before its manufacturer realizes it himself. 
I know of a recent case where a substitute appeared within such a 
short time of the marketing of the original vitamin product that the 
genuine manufacturer was flabbergasted at such rapid flattery of 


his success. 


Obviously, the wholesale prices charged for substitutes are less 
than those charged for the genuine articles. Nevertheless, the profits 
enjoyed by the substitute manufacturer are large, as his expenses 
include no research or promotional charges which are necessary to the 
original product. This lower price has often been used as a defense 
by substitute manufacturers who will clothe themselves in the garb 
of mankind’s benefactor when finally caught at their nefarious prac- 
tice. However, this defense is full of holes, as the lower cost to the 
substituting druggist is not passed on. The ultimate consumer pays 
the same price for the substitute as he does for the original. 


Extent of Substitute’s Cut into Market for Genuine Product 


Although many legitimate manufacturers recognize the existence 
of substitution, quite often they do not realize its extensiveness. Some 
are prone to think of it as affecting only a minute portion of their 
volume and hence shrug it off as an unpreventable evil. Our surveys 
would indicate that a substitute will cut into the market for a genuine 
product by 7'% per cent, at the very least. This figure is arrived at 
after due consideration of all the factors, including the fair assumption 
that the top 20 per cent of the drugstores which do at least 50 per cent 
of the prescription business do not substitute at all. This 71% per cent 
is no ordinary percentage, as it takes on special significance when one 
considers that its loss does not cut down expenses proportionally. The 
manufacturer’s research, promotional and administrative expenses are 
the same without it as with it. Consequently, the amount of actual 
net profit lost through substitution is considerably more than is indi- 
cated by the sales’ drop. 


Alarming as the loss of profits may be, there is another effect of 
substitution that may even overshadow such loss in the long run. 
Substitutes do not always contain adequate active ingredients. When 
this is true, the patient gets little or no result from the prescription. 
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He might even be seriously harmed by it. The prescribing physician 
then loses confidence in the original product, as he is ignorant of the 
fact that a substitute has been dispensed. Loss of confidence in a 
product leads to loss of confidence in its maker and hence the substitu- 
tion on one product leads ultimately to losses on the manufacturer’s 
entire line. 


Not only does substitution entail serious losses in prestige and 
profit to the individual drug manufacturer whose products fall victim 
to it, but its continuance casts an evil shadow over the whole profes- 
sion of pharmacy. Recently, the statement by a leading newspaper 
in one of our largest cities that substitution was rampant created quite 
a furor which has resulted in an amendment to the pharmacy law of 
that state making substitution a punishable offense. Although I am 
heartened by this realistic recognition of substitution, I shudder to 
think of the effects of such newspaper publicity on a nation-wide scale. 
Certainly pharmacy would be faced with a tremendous public rela- 
tions problem! 


Task for Pharmacy Profession 


Fortunately, pharmacy need not face this problem if it will take 
upon itself the job of eliminating substitution before it progresses 
further. Obviously, this is easier said than done, as an effective job 
requires the efforts of the whole profession as well as the industry. 
In some cases the local pharmaceutical associations and regulatory 
bodies have actively proceeded against substitution on the basis that 
this unethical practice is detrimental to the good name of the profes- 
sion as well as to the consumer who has been hoodwinked. However, 
in order to put teeth into this performance all such organizations 
should take the same militant stand to prevent an eventual breakdown 
of the public’s and the medical profession’s confidence in pharmacy. 


In addition to the action just mentioned, it behooves the drug 
manufacturer whose products are being imitated to engage in an active 
program of protection for these products, as he has not only the impetus 
of the ethical implications to encourage him in this activity, but the 
economical impact on his products as well. In those cases where the 
products possess distinctive nonfunctional features, the manufacturer 
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has the advantage of being able to proceed against the substituting 
manufacturer on the basis of unfair competition. By this method the 
substitute product is eliminated at the source and has the same effect 
as if action were taken individually against all the retailers who were 
using the imitation as a substitute. 


Cooperation by Legitimate Manufacturers 


However, if the original product does not have distinctive features 
its manufacturer still has the basis for an unfair competition suit 
against the retailer who actually fills a prescription calling for the 
original product with the substitution. Although it is obviously 
impossible for any one manufacturer to proceed thus against all retail 
substitutors, the field would get pretty thorough coverage if all legiti- 
mate manufacturers would embark on such a campaign commensurate 
to the size and importance of the product involved. This action on the 
part of manufacturers would indicate to substitutors generally that 
substitution is a losing game, and would stimulate increased interest 
and action on the part of the pharmaceutical associations and regula- 
tory bodies, as they would know that they had the backing of the 
owners of the original products and would not, therefore, be fighting 
the battle by themselves. 


It seems to me to be inappropriate to discuss here the legal intricacies 
involved in proceeding against substitution at either the retailer or 
supplier level. It should be obvious that such litigation should not be 
entered into haphazardly; but should be built on the firm foundation 
of extensive and unimpeachable evidence of the existence of substitu- 
tion in the case in point. It has been our experience that these cases 
require considerable explanation, as such actions are usually novel to 
the trial courts and, consequently, the full meaning is not as apparent 
to them as it is to those of us who are directly affected and are, there- 
fore, so familiar with the over-all picture. The winning of one such 
suit adds to the legal battery against substitution, whereas the loss of 
a suit because of inadequate preparation or presentation encourages 
the growth of substitution and may cast grave doubt on all future 
actions. In other words, those who elect to fight substitution must 
be determined to win and, consequently, plan their battle with vigor 
and thoroughness. [The End] 





Baking Industry Progress 
Under Federal Food Law 





OUR CONVENTION THEME of “Progress” in the several 

specified fields suggests that insofar as this subject relates to 
the Washington scene, it concerns itself with the progress, if any, 
in the relationship of the baking industry to government. 

I am not unmindful of the importance to your industry of the 
numerous and various problems created by the many regulatory laws 
which touch your business, including many emergency regulations 
such as wage stabilization, price control, priority in allocation of raw 
materials, a possible revival of the old War Food Administration 
order governing the distribution of bread and others. I know only 
too well the troublesome problems arising from such regulation, with 
all of the exasperating experiences which follow in the wake of their 
solution. However, it seems to me the most fundamental relation- 
ship of the baking industry, as an industry, to government is that 
which stems from the regulatory laws which govern the production 
and distribution of the products of its bakeries. This, then, narrows 
our consideration to the relationship stemming primarily from two acts 
—the Federal Trade Commission Act, which regulates advertising, a 
very important phase of the distribution of the products of your 
bakeries, and the Federal Food, Drug, and Cosmetic Act and, particu- 
larly, its standard-making provisions. 

We may consider the Federal Trade Commission Act of secondary 
importance to our question in the light of this industry’s over-all 
experience in that field. There remains, then, of primary importance 
that relationship of your industry to government which stems from 
the administration of the Federal Food, Drug, and Cosmetic Act. I 
consider it advisable that my part of this discussion be restricted 
accordingly, because it seems to me that this relationship is most 
fundamental and of the greatest importance to your industry, both 
from the standpoint of current, every day operations of a bakery as 
well as from the standpoint of long-range planning. 
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In considering the question of fundamental progress in this most 
fundamental government-industry relationship, a definition of progress 
came to mind—political progress to be sure, but any relationship of 
citizens to government is political in character—which I believe will 
serve as a particularly fitting yardstick for measuring progress in 
this respect under existing circumstances. This definition is: “Progress 
is the end result of the development and reconcilation of antagonism.” 
I might add that this also serves as an excellent definition of a true 
democracy. 

If all of the commotion and shouting now heard about bread and 
bread standards could be relied on as a basis for anticipating progress, 
it could be predicted with a considerable degree of certainty that you 
are well on the way to taking forward steps of crotch-splitting propor- 
tions. However, the word “antagonism” in this definition is used in its 
higher sense. The present commotion must, therefore, be critically 
analyzed with a view of separating the kind of antagonism, the reso- 
lution of which makes for progress, from the preachments of nutritional 
quacks and industry baiters. We must not confuse the preachments 
of the quack with expressions of honest differences of opinion among 
honest men with a common objective as to the manner in which the 
desired objective may be achieved. Reconciliation of the former 
means appeasement, and we all know from costly and bitter experience 
that appeasement means retrogression rather than progress. On the 
other hand, a reconciliation of the latter insures progress of a character 
beneficial to all. 


Bread, being the staff of life, is the commodity, above all others, 
in which the whole population has the greatest of interest. Because 
of this, the public is much more susceptible to emotional reaction to 
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anything having to do with bread. The bread industry, therefore, 
provides one of the most fertile fields of operation for food quacks 
peddling nutritional nostrums. That these are particularly active 
today was noted by Charles W. Crawford, the new Commissioner 
of Food and Drugs, at his swearing-in ceremony. According to Mr. 
Crawford, false teachings of diet quacks are the most troublesome 
current problem of the Food and Drug Administration. 


Creating a Background for Nostrum-Peddling 


The propaganda of years’ standing resorted to by the nutritional 
quack in order to create the proper background for the peddling of 
his own nostrums is, of course, the familiar tale that our nation is on 
the verge of nutritional disaster for various enumerated reasons, in- 
cluding soil impoverishment and over-refining of foods. The latter 
is the old stand-by to which the quack always resorts when attack- 
ing our flour and products made from flour. All of this is, of course, 
untrue, because it is a well-known fact that the people of our country 
are the best-fed people in the world. This fact is attributable to a 
large extent to the excellent relationship existing between the food 
industry and regulatory officials. This view was expressed by Dr. 
Dunbar, the former Commissioner of the Food and Drug Administra- 
tion, in his address presented at the Fifty-Fifth Annual Conference 
of the Association of Food and Drug Officials of the United States. 
After reviewing the regulatory activities of the federal, state and 
municipal officials, he concluded: 

Today this joint effort, representing the combined activities of Federal, state, 
and local authorities, and the industries themselves, makes it possible for us to say 
without equivocation that we have the finest, cleanest, and purest food supply 
of any nation on the globe. I say this deliberately, nothwithstanding the wailings 
of certain self-appointed consumer protective agencies which would have the 
public believe that the integrity of their food supply is menaced and debased 
through the acts of industry and the negligence of Government. 

The “wailings” alluded to by Dr. Dunbar include a new twist to 
the old, familiar propaganda tale directed particularly at bread. The 
proposal to issue standards for various bakery goods, including bread 
and enriched bread, has been seized upon for exploitation of predatory 
schemes by nutritional quacks and self-styled protectors of public 
nutrition. They are now shouting in chorus that government action 
is about to be taken which will deny consumers the best available 
nutrition by outlawing superior foods and legalizing those which are 
nutritionally inferior. They would have their listeners believe that 
the bread industry is deliberately set on debasing its bread and that 
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the enforcement authorities are cooperating with the industry to this 
end against the welfare of the public. 

Examination of some of this propaganda against bread which, in 
my opinion, is typical of the concerted output, will serve to demon- 
strate the sort of slander your industry faces. The sources of this 
propaganda include many well-meaning, but misguided, nutrition faddists ; 
some sincere persons who have accepted, as gospel truth, propaganda 
consisting of a conglomeration of half truths, quotations taken out of 
context and deliberate untruths; and many plain hucksters of hokum 
whose objective is usually twofold—(1) to peddle their own nostrums 
and (2) to indulge in the nefarious scheme of these crackpots of seek- 
ing to undermine public confidence in our industry, our press and our 
government by charging collusion of all three to debase the nation’s 
food supply. It is not always easy to catalogue them on the basis 
of their mouthings, but the end result is substantially the same, what- 
ever their motive may be. 


Example of Propaganda Against Bread 


One example of propaganda directed particularly at bread is an 
article appearing in the July, 1951 issue of Pageant magazine entitled 


“Bread: Our Phony Staff of Life.” Its opening sentence announces 
the basic theme belabored in this six-page article. It reads: 

OUR DAILY BREAD—undeniably photogenic, soft, “enriched”—is a phony 
right from the start. 

The headnote for the article reads: 

They squeeze wheat dry of its vitamins and minerals, put a few back in and 
call the flour “enriched.” Then they mix in some chemicals, say magic words 
and sell it to us for bread. Grandma is turning over in her grave. 

What the author doesn’t tell is that grandma who made the bread 
for which he appears to be yearning but which he has never tasted also 
sent her offspring to their graves 20 years sooner than does the modern 
housewife! It would, of course, be just as ridiculous to attribute this 
increased life span altogether to our bread as it is to charge nutritional 
debasement and inadequacy of bread, as does this author. However, 
the fact is that today’s life span is attributable, in a large part, to 
scientific progress in nutrition, and the bread industry has made a 
significant contribution to this field. In his evaluations of breads the 
author revealingly mentions certain brands of bread as examples of 
what bread should be and, in this connection, devotes considerable 
space to a discussion of the merits of the particular brand of bread. 
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More Propaganda Along Same Lines 


Another example of the sort of propaganda referred to is a cer- 
tain broadcast in a metropolitan area in which the commentator in- 
dulged in a similar attack on bread by using the proposed bread 
standards as his excuse for so doing. For example, after announcing 
his intention of continued attack, this commentator said in one of 
his broadcasts: 


We are not through yet—and this is important to you. This is an attempt to 
make white bread illegal if too nutritious—and that hits you below the life line. 
I am going to pause for a minute to ask Larry to talk to you about non-fat dried 
milk, and I’ll ask you to remember as he talks about it that you are in a better 
position than the baker. You can add as much as you please of this good food to 
your recipes, feeding your family better; under these proposed rulings, the baker 
will not have the same license. 

One can’t help but become curious as to the type of program on 
which this sort of ranting has apparently been found to possess com- 
mercial value. A check of a copy of the program is revealing. Its 


title is “Living Should Be Fun.” 

The announcer’s opening and closing sentences read, respectively : 

If you feel well—and you want to stay that way—or if you are never truly 
sick and yet never truly healthy—or if living isn’t fun for you, this is your program. 

If you prefer living to existing, tune in tomorrow again for LIVING 
SHOULD BE FUN. 

In this same broadcast the commentator makes the following 
promise immediately preceding a commercial: 

Well, a dog twenty years old is the equivalent of a man of at least ninety or 
100. And so that you may be clear eyed, vigorous and barking lustily at the age 
of ninety, suppose that I feed you a little wheat germ—added to a high protein 
mix for griddle cakes and waffles. 

It is apparent why an attack on bread is considered useful on this 
program. 

This same commentator made quite a point of the fact that a 
certain letter addressed to the Food and Drug Administration re- 
mained unanswered and, inferentially at least, suggested that the 
reason for this was the fact that the Administration was unable to 
answer the questions put to it. The occasion for the letter was, again, 
the particular brand of bread. Incidentally, a suggestion that the 
matter be discussed had been declined, and written answers to a series 
of written questions were insisted upon. 

Upon looking into this, I found that Dr. Dunbar had answered 
the letter on May 11, 1951. As far as I know, the factual data con- 
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tained in this letter has not been passed on to the audiences to whom 
some of the prior attacks on bread had been addressed. 


I should like to quote extensively from Dr. Dunbar’s letter be- 
cause it is of greatest importance to your industry. He said in part: 


You wish to sell as triple rich white bread the product you now label 

Po You assert this bread to be a major nutritional advance, that the proposed 

bre ad standards would deprive consumers of this bread and confuse and obstruct 
public understanding of the issues involved. 


Before commenting specifically on these assertions, and before undertaking to 
answer the various questions you ask, it would be well to consider some basic 
nutritional facts. 


During World War II the National Research Council published Recom- 
mended Daily Allowances for the various nutritional factors. These allowances 
were placed high enough above minimum requirements to provide a substantial 
margin of safety and insure an abundant supply of the vitamins, minerals, and 
other factors known to be essential. 


While Dr. McCay and Dr. Maynard testified at the bread hearing that en- 
riched flour was used in making the McCay formula bread, your leaflet, “The 
Fight for Better Bread,” states that the triple rich formula “didn’t have to be 
enriched because it already was.” The leaflet contrasts the “added vitamins” of 
enriched bread “with the natural elements of the triple rich bread. 


Data Tabulated 


Here follow tabulations of data comparing the nutritive value of 
this brand with enriched bread conforming to the proposed standard 
for that bread. The letter then continues: 


It will be noted that [the triple rich bread] supplies 3.7% more of the 
protein requirement and 3.5% more of the calcium requirement than enriched 
bread, and 9.9% less of the iron requirement, 18% less of the thiamine requirement, 
3.4% less of the riboflavin requirement and 16.3% less of the niacin requirement 
than enriched bread. 


Enriched bread was sponsored by the National Research Council based on 
careful surveys of food consumption in the late 1930’s and early 1940's in all 
sections of the country among persons in different income groups. Serious de- 
ficiencies were found in several nutritive elements, not including protein, in sub- 
stantial segments of the population. The quantities of vitamins and minerals 
which could be added to enriched flour, enriched bread and enriched corn meal 
were made sufficient to take care of the minimum requirements of the poorly fed 
groups. This enrichment program has been a substantial contribution to better 
nutrition. Clinically detectable cases of deficiency in these nutrients are now ex- 
tremely rare, whereas they were frequently encountered ten years ago. 


The name “Triple Rich Bread” clearly implies that the bread is three times as 
rich as enriched bread. The facts set forth in the above tables and discussion 
demonstrate the seriousness of the misrepresentation to consumers who accept 
the implication that the product is nutritionally superior to enriched bread. Even 
if enriched flour or the equivalent enriching ingredients were used the product 
would be by no means three times as rich as enriched bread. 
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The nutritionists who testified in support of “Triple Rich Bread” at the hear- 
ing preceding the issuance of the present proposed standards based their advocacy 
on the higher protein content of this bread. Dr. McCay testified to no shortage 
in protein in any segment of the population except persons over 65 years of age 
on such extremely low incomes that they could not buy much meat, milk, and eggs, 
and persons in state mental hospitals. Dr. Maynard referred to recent surveys 
among school children and pregnant women which showed deficiencies in protein 
below the Recommended Daily Allowances, particularly in low-income groups. 
He said this did not necessarily mean deficiencies below minimum requirements 
or that these persons were suffering from malnutrition. He doubted that he could 
establish that the small amount of extra protein supplied by “Triple Rich Bread” 
would be significant. Both Dr. McCay and Dr. Maynard recognized that this 
bread could be improved. 

Such is the bread sold as triple rich for which these propagan- 
dists are beating their drums under their self-designated banner of 
consumer protection! This is the crowd which accuses the regula- 
tory officials of collusion with your industry in a nefarious scheme 
to debase the public bread supply! 


Duty of Baking Industry 


In my opinion, the baking industry would not only be wholly 
justified, but should consider it a duty, to protest most vigorously to 
both the Federal Trade Commission and the Food and Drug Admin- 
istration against the perpetration of this kind of practice. Consumers 
are bound to be misled, because none can be expected to believe that 
bread represented as “triple rich” is not even “single rich.” Your 
industry should insist that these agencies take immediate steps to 
stop this practice of misbranding and unfair methods of competition. 

That is the sort of propaganda which your industry is up against 
today. There can be no compromise with or reconciliation of that 
kind of antagonism. It must be exterminated by exposure to the 
floodlights of truth. A loaf of bread is the best nutritional bargain 
in the consumers’ market basket today. Any honest nutritionist will 
admit this. Anyone denying it is not dealing fairly and honestly 
with consumers whether he does so cloaked in an academic robe or 
as a patent charlatan. Every baker should make it his job to preach 
this fact far and wide until consumers recognize these propagandists 
for what they are. This would be a real contribution to progress in 
your industry. 


Attitude of Government Officials 


It should be noted, in passing, that government officials have 
shown real courage and a sense of fairness by the way they have 
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met the unwarranted slander of your products. It is indeed refresh- 
ing, but not surprising to those who know and understand the opera- 
tion of the Food and Drug Administration, to find someone left in 
Washington who is not intimidated by noise. 


The proposal to issue standards in the first instance and, there- 
after, the issuing of proposed standards, have also served to develop 
antagonism, in the higher sense of this word, among many who have 
a common objective. This includes industry members as well as gov- 
ernment and industry. The government is enjoined by law to see 
to it that the consumer is dealt with honestly and fairly. The objec- 
tive of the baking industry and its individual members is, of neces- 
sity, consumer satisfaction. Granted that a baker’s primary motive 
may well be to increase the list of customers and to stimulate in- 
creased consumption of bread, in the final analysis this objective is 
synonymous with the government’s objective, because a realization 
of such a baker’s objective necessarily rests on consumer satisfaction 
and this can only be achieved by dealing fairly and honestly with the 
consumer. 

Even though all concerned have this common objective, honest 
differences of opinion as to how to achieve it have arisen among 
industry representatives, as such, as well as between industry and 
government. This is not surprising because baking is still an art, 
and art does not readily lend itself to standardization. Since baking 
remains an art in spite of all of the technical advances made in the 
industry, there is little to standardize. Much must necessarily remain 
in the realm of art. Therefore whatever the specific provisions of a 
standard, they should not pose any irreconcilable problems. 


One of the more important effects of the standards should be to 
foster consumer confidence in this industry’s product. It is my belief 
that even in the face of the type of vicious propaganda discussed 
earlier, the majority of consumers have confidence in their govern- 
ment and the administrative standards issued by it. The bakers 
would do well to utilize the occasion of the issuance of the standards 
by following through in a campaign of consumer education so as to 
insure that every consumer is apprised of the value of bread in the 
nutritional scheme and of the fact that standard bread is still the 
greatest bargain in the consumers’ market basket. They should also 
take advantage of that opportunity to expose, as a vicious lie, the 
slanderous propaganda against bread which is now being dissemi- 
nated. Such a program has already been initiated by some organiza- 
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tions of your industry. However, it is every baker’s job not only 
to advertise and extol the virtues of bakery products but also to expose 
the fakery of the predatory quacks who slander these products. 

In this connection, I think a word of caution is in order. The 
propaganda which needs to be combatted cannot be successfully met 
by a campaign of outclaiming the fakers. This would indeed play 
into their hands. Prudence dictates that a skunk be dispatched rather 
than engaged in contest. 


Standards as Means for Government-Industry Reconciliation 


The final bread standards will soon be issued. No doubt many 
will be dissatisfied with one or the other of their provisions. That 
is inherent in standardization, because the word “standard” implies 
that certain restrictions be imposed in that certain ingredients must 
be fixed and their quantities limited. Others must be excluded in 
order to achieve a certain uniformity of food integrity considered 
essential to the promotion of honesty and fair dealing in the interest 
of consumers, the statutory yardstick required to be met by any 
standard. Should the government’s final decision in issuing standards 
prove to be too much out of line with statutory requirement and 
individual rights, there is recourse to the courts where the final points 
of disagreement may be reconciled. However, after the bread standards 
become final, they will, and should, serve as the primary means for 
reconciling differences between government and industry. Such a 
reconciliation will indeed mark significant progress in Washington 


for the baking industry. [The End] 


Q70O0 





a | 


— - y ited “ae Ae 


Ae 


Misbranding Against Yourself 


By MILTON A. BASS 


Although the Problem of ‘‘Misbranding Against Your- 
self’ Does Not Lend Itself to Slide-Rule Solution, 
the Author, in View of the Unjustified Restraints 
upon Business Activity, Urges Remedial Legislation 


EW OF US WOULD CONDONE the burning of our homes to 

roast Charles Lamb’s pig. I daresay that we would reach like 
agreement as to the burning of our American democratic institutions 
to enforce the Food, Drug and Cosmetic Act (hereinafter referred to 
as the Act). Administrative agencies have reached a new apex of 
power—and rightly so. Our archaic court system is not suited or 
organized to grapple with the complexities of modern economic prob- 
lems. To fill this need, the Food and Drug Administration (herein- 
after referred to as the agency) is an effective administrative means 
to protect the health and pocketbook of the public, by combining 
official expertness and efficiency in the modern economic arena. This 
agency, however, must use due restraint and wisdom to preserve our 
American democratic free enterprise system. 

Accepting the major premise that the basic purpose of the Act 
is the protection of the public’s health and pocketbook,’ we will re- 
view the actions of the agency in the light of this purpose. The 
instant study is limited to a class of actions taken by the agency, 
which are herein labeled “Misbranding Against Yourself,” ? and will 
attempt to ascertain whether these actions are concomitant with the 
purpose of the Act. 





1In U. S. v. Fred Urbeteit, etc., 335 U. S. 
355, 357 (1948), the Supreme Court stated: 
“The act is not concerned with the purifi- 
cation of the stream of commerce in the 
abstract. The problem is a practical one 
of consumer protection not dialectics.’’ 
U. 8. v, James Jordan Sullivan, 332 U. S. 
689, 696 (1948); U. S. v. Royal Lee, etc., 
131 F. (2d) 464, 466 (CCA-7, 1942). 


? The typical example of ‘‘misbranding 
against yourself’’ occurs where A manu- 
factures his product in Pennsylvania and 
ships it to his plant in New York to repack 
and label said product. The shipment 
is thereupon condemned as misbranded, 
though A’s product is properly labeled 
when shipped from his plant in New York 
for distribution to the trade. 
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The Author Is a New York City Attorney 








In 1909, the Danderine case * brought into sharp focus the basic 
nature of the problem.t| The Knowlton Danderine Company had a 
secret hair preparation manufactured for it by Parke-Davis and Com- 
pany, in Michigan, who shipped the product in bulk to the Danderine 
plant in West Virginia for bottling and labeling. These shipments 
were seized by the government for condemnation, as being misbranded 
when shipped from Michigan to West Virginia. Judgment, however, 
was rendered for the claimant company,® on the ground that Con- 
gress does not have the power to restrain shipments across state lines 


for personal use or manufacturing purposes, where such products will 


be legally branded when distributed. It was also found that Parke- 
Davis and Company, who manufactured the product, was an agent 
of the Danderine Company, and not an independent contractor.* Based 
upon this finding, the court laid down the principle that such ship- 
ments were not made in interstate commerce, as they constituted 
movement from an agent to the owner. 

The decision was far from satisfactory, except for a legal joust- 
ing on technical juristic concepts. Light and reason, however, illu- 
minated our judicial machinery in the decision of the circuit court 
of appeals, whch affirmed the lower court’s decision.’ 

In a memorandum opinion, the court stated: * 


No attempt to evade the law, either directly, indirectly or by subterfuge has 
been shown; it appearing that the manufacturer had simply transferred from one 





3U. 8. v. Sixty-Five Casks Liquid Ezxz- 
tracts, 170 F. 449 (DC W. Va., 1909), 
aff'd, U. S. v. Knowlton Danderine Com- 
pany, 175 F. 1022 (CCA-4, 1910). 

*The Food and Drug Administration's 
enforcement of the Act against bulk ship- 
ments across state lines by a company to 
itself, where said shipments are made for 
the further processing of the product be- 
fore distribution to the public. 


5 See footnote 3. 

®* This factor was subsequently deemed 
to be significant in Arner Company, Inc. et 
al, v. U. 8., 142 F. (2d) 730 (CCA-1, 1944), 
cert. den., 323 U. S. 730 (1944). 

7U. 8. v. Knowlton Danderine Company, 
cited at footnote 3. 

8 U. 8. v. Knowlton Danderine Company, 
cited at footnote 3. 





MISBRANDING AGAINST YOURSELF PAGE 791 


point to another the product he was manufacturing, for the purpose of completing 
the preparation of the same for the market. Under the circumstances disclosed in 
this case, having in mind the object of the Congress in enacting the law involved, 
we do not think the liquid extracts proceeded against should be forfeited. Reach- 
ing this conclusion, we do not find it necessary to consider other questions dis- 
cussed by counsel, and referred to in the opinion of the Court below. [Italics 
supplied. ] 

This decision is significant as an awakened recognition of the 
economic facts of twentieth century life. State lines do not divide 
economic activity. The wrong (of misbranding) should not be exist- 
ent merely because a shipment has gone across state lines. It would 
appear proper to invoke the statute where a shipment is misbranded 
as sold to the public and not where it is misbranded when not com- 
pleted or finally processed for distribution to the consumer. Unfortu- 
nately, the circuit court’s forthright decision answered the problem, 
but did not dispose of it. 

A number of courts ® have held that the Danderine case was over- 
ruled or at least disapproved by the decision of the Supreme Court 
in Hipolite Egg Company v. U. S.°° We are forced to digress at this 
time to consider the Hipolite case because of that repeated claim, 
although it is submitted that the Danderine case was not overruled, 
and was not comparable on its facts. In the Hipolite case, the facts 
disclosed the shipment by a manufacturer to himself of adulterated 


eggs for baking purposes. Refusing to countenance the attempted 
defense that the shipment was not for sale, the Supreme Court held 
that the action is predicated against the adulterated product itself,” 
but clearly distinguished the Danderine case when it stated: 


It may well be considered that there is no analogy between an article in the 
hands of its owner or moved from one place to another by him, to be used in the 
manufacture of articles subject to the statute and to be branded in compliance 
with it, and an adulterated article itself the subject of sale and intended to be used 
as adulterated in contravention of the purpose of the statute. 

It is conceded that the Supreme Court denied the principle enun- 
ciated by the district court that the Act did not apply to shipments 
for purposes other than for sale. But the Court went on to reiterate, 
rather than deny, the opinion of the circuit court in the Danderine 
case, specifically setting forth the factual distinction of a harmful sub- 





®* Strong, Cobb &€ Company, Inc. v. U. 8., "In U. 8S. v. 52 Drums Maple Syrup, 110 
103 F. (2d) 671, 673 (CCA-6, 1939); Arner F. (2d) 914 (CCA-2, 1940), the same ruling 
Company, Inc. et al. v. U. S8., cited at foot- was applied where the final processed prod- 
note 6, at p. 733 of opinion. uct was not adulterated. The effect of the 

1” Hipolite Egg Company v. U. 8., 220 decision would be to compel the processor 
U. S. 45 (1911). to nave a factory in each state where he 

purchased his raw materials. 
12 See footnote 10 at pp. 53-54 of opinion. 





PAGE 792 FOOD DRUG COSMETIC LAW JOURNAL—OCTOBER, 1951 


stance, sold as such, in the first instance, and a product subsequently 
properly labeled when sold. It is respectfully submitted that the use 
of this case as a disapproval of the Danderine case is without any basis 
or foundation in fact or law.*® 


Departures from the Danderine Rule 


Among the darker skeletons in our legal closet, we may find the 
case of Philadelphia Pickling Company v. U. S.‘* The Philadelphia con- 
cern received an order from an English company for a quantity of 
adulterated tomato paste, which was stored in its New Jersey plant. 
Since the company did not have the required testing equipment in 
its New Jersey plant, it shipped the paste to its plant in Pennsylvania, 
where it was tested for compliance with the English food and drug 
requirements. The paste did not comply with the English standards, 
and the company thereupon destroyed it. 


Criminal proceedings were thereafter instituted against the com- 
pany for the shipment of adulterated paste in interstate commerce. 
In a myopic decision of slavish technical legalism, it was found guilty 
of the charge. The court held that the ultimate contemplated sale 
was the reason for the shipment—therefore it was a business reason— 
therefore a shipment in the court of commerce—ergo guilty: effective 
dialectics, perhaps, but not sound law when measured against the pur- 
poses of the Act. It would indeed be difficult to rationalize this deci- 
sion for the business community. 


One of the more difficult aspects of this general problem was pre- 
sented in the case of U. S. v. Thirteen Crates of Frozen Eggs.> Armour 
and Company of Illinois shipped a quantity of frozen eggs, which were 
not fit for human consumption, from Chicago to New York. Armour 
contended that the eggs were to be used for tanning purposes and 
not as food. The agency’s position was that the eggs should have 
been denatured or subjected to some other chemical process to destroy 
possible use as food before being shipped out of the state. The court 
condemned the shipment, holding that all the government must show 
is that an adulterated food had been transported in interstate com- 
merce. This case presents a more delicate balance between inter- 
ference with legitimate business activity and the effective protection 





1% This was tacitly recognized by the Hipolite Egg case as a disapproval of the 
court in Arner Company, Inc. et al. v. Danderine case. 
U. 8., cited at footnote 6, where the court 4 202 F. 150 (CCA-3, 1913). 
went to the trouble of distinguishing the % 208 F. 950 (DC N. Y., 1913), aff'd 215 
Danderine case and did not rest upon the F.. 584 (CCA-2, 1914). 





as Atma Aa 


MISBRANDING AGAINST YOURSELF PAGE 793 


of the public against possible harm. It is submitted, however, that 
this shipment should not have been condemned. There was no com- 
pelling necessity to force the Armour Company to denature the eggs 
within the state lines before shipment as against denaturing them in 
the Armour plant in New York or even denaturing them at all. 


The reverse application of the reasoning of the Supreme Court 
in the Sullivan case ** might have been properly applied in the instant 
case. The Sullivan case involved a criminal prosecution against a 
retail druggist for selling sulfathiazole tablets without proper label- 
ing.’7 The tablets had been taken from a larger quantity, which were 
properly labeled, and placed in a small pillbox with the inscription 
“sulfathiazole.” In that case, the defendant argued that the logical 
extension of the government’s action would be to compel a candy- 
store operator to label individual pieces of candy sold over the counter. 
The Court answered this argument in an opinion by Justice Black, 
where he stated: ** 

The scope of the offense which Congress defined is not to be judicially nar- 
rowed as applied to drugs by envisioning extreme possible applications of its 
different misbranding provisions which relate to food, cosmetics, and the like, 
There will be opportunity enough to consider such contingencies should they 
ever arise. It may now be noted, however, that the Administrator of the Act ts given 
rather broad discretion—broad enough undoubtedly to enable him to perform his duttes 
fairly without wasting his efforts on what may be no more than technical infractions of 
law. . . . The provisions of Section 405 with regard to food apparently are broad 
enough to permit the relaxation of some of the labeling requirements which might 
otherwise impose a burden on retailers out of proportion to their value to the consumer 
[Italics added.] 

In the Armour case, one of the extreme improbable applications 
may be held to have occurred. The logical extension of the Act was 
there applied, where, in the words of the Supreme Court, a burden 
may be imposed out of proportion to their value to the consumer. 


Law Since 1938 


In the 1938 Act, Congress attempted to solve the problem of 
“misbranding against yourself” by directing the Administrator to 
promulgate regulations exempting from any labeling requirement foods, 
drugs and cosmetics which comply with the following conditions: *® 

(1) That they are to be processed, labeled or repacked at estab- 
lishments other than those where originally processed or packed. 





%U, §. v. James Jordan Sullivan, cited 8 U. §. v. James Jordan Sullivan, cited at 
at footnote 1. footnote 1, at pp. 694-695 of opinion. 

"™ The specific charge involved Section 301 ” Section 405 (pertaining to foods); Sec- 

(k) of the Act. tion 503 (a) (pertaining to drugs); and 
Section 603 (pertaining to cosmetics). 
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(2) That said procedure is in accordance with the practice of the 
trade. 
(3) That substantial quantities of the product must be involved. 


(4) That said products are not adulterated or misbranded when 
completed. 

At the present time, there appear to be no judicial interpretations 
of the second and third conditions enumerated above, nor has an issue 
been raised with reference thereto. The need for these conditions 
may well be questioned, and their meaning can only be guessed at 
until the courts have had an opportunity to rule upon them. They 
have thus complicated the problem with further uncertainty (refer- 
ring to Conditions 2 and 3) and have created new problems for judicial 
interpretation. It is difficult to understand the rationale of Congress 
in invoking these complicated provisions when the circuit court of 
appeals’ decision in the Danderine case *° provided a simple, effective 
answer which might well have been lifted bodily into the Act. 

Pursuant to the above-stated statutory direction, regulations were 
issued *! which added the following additional conditions to those set 
forth in the Act: 


(1) Where the consignor and the consignee are not the same 


person, a written agreement must be entered into between them, con- 


taining the names and addresses of the parties and specifications for 
the labeling, repacking or processing of the product to comply with 
the requirements of the Act. 


(2) Both parties must have said agreement available for inspection. 


The propriety of these additional conditions may be questioned 
when viewed against the avowed purposes of the Act. It is true that 
such written agreements are useful and valuable in many instances, 
but they provide no protection for the consumer or assistance in the 
effectuation of the Act, in the fact patterns involved in the present 
discussion.”* 

Thirty-five years after the Danderine case, the Arner case ** pre- 
sented an apparently identical fact pattern, to be decided against the 
background of the new statutory provisions.** The Arner Company 
manufactured a drug under a special formula for Paul Case of Massa- 





2% See footnote 3. 2 See, below, p. 796, where these regu- 
2121 CFR Sec. 1.107 (1949 ed.); 21 CFR lations are discussed in detail. 
Sec. 1.204 (1949 ed.); 21 CFR Sec. 1.13 (1949 2% Arner Company, Inc. et al. v. U. S., 
ed.). cited at footnote 6. 
24 See footnote 19. 
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chusetts, who packaged and labeled them for distribution. These 
drugs were condemned because they were not labeled when shipped 
from the laboratory to the distributor’s plant. 


Arner relied upon the Danderine case as one of its defenses. It 
is interesting (although confusing) to note that the court attempted 
to distinguish the Danderine case from the Arner case.*°> Refusing to 
rest upon the Hipolite Egg case as a disapproval of the Danderine case,*° 
or to invoke the new provisions of the Act *’ as a legislative change 
in the Danderine rule, the court held that Parke, Davis & Company 
was the agent of the Danderine Company, whereas the Arner Company 
was an independent contractor. No factual distinctions between the 
two cases were set forth to substantiate this distinction, it appearing 
that both companies had secret formulas which were manufactured 
for them by a designated agent. Conceding, however, the factual 
difference alleged by the Court, it is difficult to understand the mate- 
riality of this supposed distinction, as the Act ** and regulations *° 
make no distinction in their exemption provisions between an owner- 
agent relationship and an owner-indepedent contractor reiationship.*° 
The regulations provide that the same person must own both plants 
in the different states if he is to be exempt under the Act without 
the necessity for a written agreement.*' Why did the court attempt 
to distinguish the Danderine case? It would seem to imply that a 
contrary decision would have been reached if the court found the 
Arner case to be on all fours with the Danderine case.** This con- 
clusion, however, cannot be reconciled with the provisions of the Act 


and the regulations thereunder. 


The Arner Company attempted to apply the maxim to its case 
that where the reason ceases (protection of the consumer) the rule 
also ceases, reasoning that the consumer did not see the bulk ship- 
ments but only the final retail package which was properly labeled. 
In effect, the court held that the labeling requirement aids the gov- 





2% Arner Company, Inc. et al. v. U. S., 
cited at footnote 6, at p. 732 of opinion. 

2 Though the court also cited the Hipo- 
lite case for that purpose, in the Arner 
opinion, at p. 733. 

27 See footnote 19. 

8 See footnote 19. 

2? See footnote 21. 

* The court itself subsequently stated, at 
p. 737, that it would make no difference 
under the statute whether there was an 
owner-agent relationship or an owner-inde- 
pendent contractor relationship. 


%t See footnote 21. 

% This may give rise to an interesting 
question in a case now pending before the 
United States District Court for the South- 
ern District of California, entitled U. 8. v. 
1601 Jars, More or Less, of an Article La- 
beled in Part: Eden Creme, et al. The facts 
are similar to the Danderine case and if an 
owner-agent relationship is established it 
may be difficult for the court to reconcile 
the Arner opinion if it rules in favor of 
the government. 
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ernment in the detection and proof of adulteration, since it can test ( 
the product for conformance with the formula set forth on the label. ‘ 
This rationale may be questioned both on a practical basis and as 

a matter of law. Requiring labels on bulk shipments serves no prac- c 
tical purpose, since the government does not intercept shipments in t 


transit (to the writer’s knowledge) for testing purposes. Such tests 
are made either at the point of shipment or at the point of destination, “ 


where they can be made on the basis of the actual retail label em- I 
ployed. The presence or absence of the label on the bulk shipment | 
is of no consequence; whereas there is an economic burden imposed t 
upon business if it is compelled to complete its purchases and opera- , 
tions within artificial state lines. It is further submitted that as a ‘ 
matter of law, the Act and regulations permit certain bulk shipments a. 
without labeling.** If the court’s explanation is valid (that it is essen- ' 
tial for the enforcement of the Act) why does the Act permit such ‘ 
shipments? . 

1 


Arner further attacked the regulations, as improper and contrary 
to the statute, in their requirement of a written agreement when the 
same person does not own both plants. The court sustained the regu- 
lations and held that the requirement of a written agreement between 
the manufacturer and the distributor obviated the danger of the 
repacker unwittingly passing on adulterated drugs to the ultimate 
consumer, in the event that the manufacturer did not conform to the 
formula. It may well be questioned as to the manner in which the 
requirement of a written agreement will accomplish this result. If 
the manufacturer desires to compound the drug at variance from the 











formula, he can do so whether he has signed a written agreement 
or not. The written agreement does not alter the manufacturer’s lia- 
bility under the Act; on the contrary, it is essentially a promise by 
the repacker to affix the proper labels pursuant to detailed instruc- 
tions furnished to him. The only result, if any, of this regulation, 
would be to lull the distributor into a false sense of security, thus 
tempting him to pass on the product without testing it himself. 








Conclusion 






Admittedly, the problem of “misbranding against yourself” does 
not lend itself to slide-rule solution. But faced with the present un- 









% Such shipments are permitted without and if the same person owns both plants, 
labels if they comply with the statutory or a written agreement is entered into be- 
conditions set forth at pp. 793-794, above, tween the manufacturer and repacker. 
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certainty and unjustified restraints upon business activity, it is in- 
cumbent upon the legislature to attempt to remedy this problem. 


The problem basically arises from the clash of two legitimate 
desirable activities—first, the protection of the consumer against mis- 
branded products and, second, the preservation of legitimate business 
activity. To effectuate the first, the Act controls interstate shipments 
and condemns misbranded products sent across state lines. Modern 
business activity, on the other hand, cannot be restricted within state 
lines. The raw material may be partly processed in one state, shipped 
to a second state for further manufacturing, and shipped to a third 
state for final processing and labeling for distribution to the public. 
The conflict therefore arises where the government seizes or other- 
wise moves against shipments across state lines of goods, admittedly 
misbranded, while they are in the stream of processing. A balance 
of comparative damage therefore appears to be required, that is, 
where the interference with legitimate business activity outweighs 
the possible interference with government enforcement of the Act. 
A possible solution, it is submitted, may be found in a return to the 
opinion of the circuit court of appeals in the Danderine case, and 


making that opinion a part of the Act. [The End] 


: _ ie 
REPORTS TO THE READER—Continued from page 742 | 


does not give the Administrator author- 
ity to issue regulations providing that 
drugs be sold only on prescription of 


prescribed or recommended by a physi- 
cian for palliative relief of such symp- 
toms; that a physician should be consulted 


before taking of the drug because it is 
not possible for a layman to determine 
whether he has a male hormone de- 
ficiency; that the drug should not be 
used by young adults and children ex- 
cept upon a physician’s prescription. 
The labels cautioned against use of the 
drug in carcinoma of the prostate and 
where symptoms of such disease were 
present, and against use in other path- 
ological conditions, as well as against 
certain effects from long-continued usage. 
The drug was advertised to the public 
as efficacious in the restoration of sexual 
powers and to overcome impotence, al- 
though the label did not show that the 
drugs were intended for such ailments. 


The appellees contended that the 
Federal Food, Drug, and Cosmetic Act 


a physician; and that the labels bear 
adequate directions for use. The court 
of appeals disallowed such contentions, 
and concluded that the drugs did not 
bear adequate directions for use, and 
hence were misbranded. It held (1) 
that, from the evidence, the drugs in 
question are inherently dangerous, are 
not safe and efficacious for use except 
under the supervision of a physician, 
and are not suitable for self-medication 
since a layman cannot know when they 
should or should not be used; (2) that 
the Administrator is empowered by the 
Act to exempt by regulation the drugs 
in question from the requirement that 
the labels bear adequate directions for 
use, conditioned upon the labels bearing 
an inscription that the drugs be used 
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only on the prescription of a physician, 
since no adequate directions for use of 
specified dangerous drugs can be writ- 
ten for the purposes of self-medication, 
and they can be safely taken only upon 
the advice and under the supervision of 
a physician; (3) that aside from such 
regulation, in light of the evidence, the 
only adequate directions for use would 
be the requirement that the drugs be 
taken under the prescription of a physi- 
cian, and in default of such label 
declaration the drug would be mis- 
branded; (4) that the label declares 
that a physician be consulted before tak- 
ing the drug and that the drug be used 
when prescribed or recommended by 
a physician are insufficient to constitute 
adequate directions for use; and (5) that 
a drug fails to bear adequate directions 
for use where the label does not state 
every ailment for which the drug is, 
through any means, held out to the 
public, as an efficacious remedy, follow- 
ing the holdings of other cases decided 
by this court of appeals. (U. S. v. El-O- 
Pathic Pharmacy, et al.; U. S. v. Hudson 
Products Company, et al., CCH Foop 
Druc Cosmetic LAw Reports { 7206 
(CA-9, June 18, 1951).) 


Descriptive Literature Held Not to Be 
“Labeling” 


In another injunction case brought by 
the government charging the defendants 
with shipping in interstate commerce 
certain drugs alleged to be misbranded 
in that the labeling failed to bear ade- 
quate directions for use, the court granted 
the injunction upon the government’s 
motion for a summary judgment. The 
decision is of interest since the court 
distinguishes descriptive literature from 
“labeling,” where the literature and the 
drugs do not have a common destina- 
tion. 


According to the stipulated facts in 
this case, the defendants distributed 
The con- 
showing the 


their drugs to retail outlets. 
tainers 


bore statements 
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name of the products, the ingredients, 
dosage directions, and the name and 
address of the partnership defendant as 
packer or manufacturer, but did not 
show the purposes for which the drugs 
were to be used. The defendants ex- 
plained the claimed beneficial uses of 
the drugs and recommended them for 
certain diseases and conditions of the 
body in literature distributed by the 
defendants in interstate commerce to 
prospective purchasers of the drugs. 
The literature was imprinted with the 
name and address of retail outlets where 
the drugs could be purchased, located 
in the same area as the prospective 
purchasers. 

In deciding this case, the court first 
considered whether the literature “ac- 
companied the 
commerce so as to constitute “labeling” 
as that term is defined in the Federal 
Food, Drug, and Cosmetic Act. The 
court held that the literature was not 
“labeling” because the drugs and litera- 
ture did not 
tion, inasmuch as the defendants shipped 
the drugs to retail outlets, and the 
literature to prospective customers, as 
above shown. In so holding, the court 
distinguished this situation from the 
holdings in the Kordel and Urbuteit 
cases, reported in the Foop Druc Cos- 
METIC LAW QUARTERLY of 
1948, where descriptive literature was 
held to constitute “labeling,” upon the 
ground that under the authority of such 
cases the scope of the statutory term 
“accompany” is limited to instances 
where both literature and drug have a 
common destination. 


articles in interstate 


have a common destina- 


December, 


The court further reasoned that since 
the literature involved in this action is 
not to be considered as “labeling,” the 
statements on the containers of each of 
the drugs constitute the entire labeling; 
that because the labeling fails to state 
either the purpose or condition for 
which the drug is intended or the dura- 
tion of taking for treatment of the 
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diseases or conditions of the body for 
which the drug is held out to the public 
in the defendant’s literature, the label- 
ing fails to give adequate directions for 
use of the drug; therefore, the drugs 
are misbranded within the meaning of 
the Federal Food, Drug, and Cosmetic 
Act. 

The court ruled that the government 
is entitled to an injunction restraining 
the defendants from shipping any of the 
drugs involved in this case unless and 
until the labeling of each such drug 
bears adequate directions for use in the 
treatment of the diseases and conditions 
of the body for which the defendants in 
their literature and other advertising 
prescribe, recommend or suggest its use 
pursuant to the teachings of other de- 
cisions in the Ninth Judicial Circuit. 
(U. S. v, Alberty Food Products, et al. 
(DC Calif., June 8, 1951).) 


Notice of Proposed Rule-Making— 

Canned Corn, Canned Sweet Corn, 

Canned Sugar Corn and Canned 
Field Corn 


The notice set forth proposed find- 
ings of fact, conclusions and regulations 
for establishing definitions and stand- 
ards of identity, quality and fill of con- 
tainer, as hereinafter described. The 
proposed definition and standard of 
identity for canned corn, canned sweet 
corn and canned sugar corn provide that 
the corn ingredient is succulent white 
or yellow sweet corn or mixture of such 
foods. Depending upon the method of 
processing the raw product, the canned 
food is designed as “fritter” or “ground” 
or “cieam style” or “evaporated.” The 
proposed regulations also provide for 
the use of certain optional ingredients 
with label declarations. The proposed 
standard of quality for such products 
limits the quantity of brown or black 
discolored kernels or pieces of kernels, 
cob, husk and silk, and prescribes meth- 
ods of tests with respect to such factors. 
As to fill of container, the proposed 
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standard makes the fill 90 per cent of 
the total capacity of the container where 
the corn ingredient is in the form of 
fritter, ground or cream style, and pro- 
vides for label statement of substandard 
fill or quality where the product falls 
below the standard. With respect to 
canned field corn, the proposed stand- 
ard of identity provides that such food 
conform to the standard of identity for 
canned corn, etc., except that the corn 
ingredient in canned field corn is suc- 
culent field corn or a mixture of succulent 
field corn and sweet corn. The same fill 
of container is proposed as for canned 
fritter, ground and cream style corn 
where the field corn is in the form of 
fritter, ground or cream style, and a 
label statement of substandard fill where 
such style of canned field corn falls 
below the standard of fill is provided 
for (16 Federal Register 5874, June 20, 
1951). This Notice of Proposed Rule 
Making was issued after a previous 
tentative order was promulgated (15 
Federal Register 2060, April 12, 1950) 
and exceptions filed to the tentative 
order considered. The present regula- 
tions with respect to canned corn are 
included in the regulations pertaining 
to Canned Vegetables Other Than 
Those Specifically Regulated; Defini- 
tions and Standard of Identity (21 CFR, 
1949 Edition, Part 52). 


Statement of General Policy or Inter- 
pretation in the Form of Notice to 
Manufacturers and Users of Monoso- 
dium Glutamate and Other Hydro- 
lyzed Vegetable Protein Products 


The notice states that monosodium 
glutamate need not be declared as an 
artificial flavoring, but when used as an 
ingredient of food products should be 
declared by its common or usual name. 
The statement prohibits the use of mono- 
sodium glutamate to conceal damage or 
inferiority or make the article appear 
better or of greater value than it is and 
prohibits its use in standardized foods 
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if the standard or any amendment thereto 
does not recognize monosodium gluta- 
mate as an optional ingredient. The 
statement also sets forth matters relat- 
ing to the labeling of hydrolyzed proteins 
from which none of the monosodium 
glutamate has been removed and hydro- 
lyzed proteins from which a substantial 
proportion of the monosodium glutamate 
has been removed, and also sets forth 
matters pertaining to label declarations 
of fabricated food products where such 
hydrolyzed proteins (amino acid salts) 
are used as ingredients of the fabricated 
food (16 Federal Register 5394, June 
7, 1951). 


Therapeutic Device Intended for Use 
by Chiropractors in California Held 
to Be Misbranded 


The government brought a seizure 
action against a number of devices, to 
wit, generators for the electrolysis of 
sodium chloride (salt) solutions produc- 
ing a mixture of air and chlorine gas 
for inhalation. The devices were shipped 
to chiropractors in the State of Cali- 
fornia and intended for their use in the 
treatment of certain disease conditions. 
The government charged that the de- 
vices were misbranded within the mean- 
ing of Section 502 (f) (1) of the Federal 
Food, Drug, and Cosmetic Act, for 
failure of the labeling to bear adequate 
directions for use. The labeling con- 
sisted of a statement of the patent num- 
ber, voltage, and name and address of 
the manufacturer. The claimant ad- 
mitted that the devices did not bear 
directions for use, but contended that 
the devices were not misbranded since 
they were exempted from the statutory 
requirements relative to adequate direc- 
tions for use under the regulations 
issued by the Federal Security Adminis- 
trator. Such regulations in pertinent 
part provide that the exemption applies 
where shipment or delivery of the de- 
vice is made to a physician for use in 
his professional practice, and _ limits 
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“physician” to those physicians who are 
licensed by law to administer or apply 
the particular drug or device. The regu- 
lations also require that information 
adequate for the use of the device by 
physicians must be readily available (21 
CFR Section 1.106, 1949 Edition). 


The court rejected the claimant’s con- 
tention and ordered condemnation of 
the articles. The court held that the 
provisions of these regulations do not 
apply in the instant case since under 
the provisions of the California Chiro- 
practic Law chiropractors are not au- 
thorized to treat diseases and ailments 
by mechanical means, and it therefore 
follows that the seized articles were not 
shipped to physicians who were licensed 
by law to administer them. The court 
further held that the seized articles 
were not exempted by the regulations 
since information adequate for the use 
of such devices by physicians is not 
readily available because the devices are 
not capable of effective operation. 


The decision is significant since it is 
the first judicial interpretation of these 
regulations. (U. S. v. 22 Devices etc. 
Halox Therapeutic Generator, CCH Foop 
Druc Cosmetic LAw Reports § 7214, 
(DC Calif., July 27, 1951).) 


Notice of Proposed Rule-Making 

Amending Definitions and Standards 

of Identity for Fruit Preserves, Fruit 
Jellies and Fruit Butters 


Basically, the proposal is designed to 
change the existing regulations, insofar 
as they limit the use of the solids of 
corn sirup to not more thar one half 
by weight of the tc ..' sac_harine in- 
gredients, with suitable label statement, 
so as to permit the use of solids of corn 
sirup or glucose sirup to not more than 
one fourth by weight of the total sac- 
charine ingredients without label dec- 
laration (16 Federal Register 7070, and 
following, July 20, 1951). 
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Other Helpful, Informative 
CCH Magazines 


TAXES—The Tax Magazine 


This magazine is published to promote sound thought in 
economic, legal, and accounting principles related to all 
federal and state taxation. . . . To this end it coniains 
signed articles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and admin- 
istrative rulings relating to tax laws, and other tax in- 
formation, book reviews, etc. . The editorial policy 





is to allow frank discussion of tax issues. Subscription 
rate—$6 for 12 monthly issues. Write for sample copy. 





In Recent Articles: 
Escalator clauses 
Arbitration 

Secondary boycotts 
Consumers’ price index 
Disafiliation 





Recent Tax Topics: 


@ Refund suits 

@ Section 45 

@ Alimony trusts 

@ Oil and gas lease taxes 
| @ Excess profits tax 

. 
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Estate planning 
Voluntary disclosures 
Involuntary conversions 
Tax advantages of gifts 


ad. wt. _ 
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Labor Law Journal 


Specifically designed and edited to promote sound think- 
ing on labor law problems, the Labor Law Journal presents 
timely articles concerned with the intimate and complex 
relationship of Law, Labor, Government, Management, 
and Union. Each month, the Journal brings you the serious 
thinking, the reasoned conclusions, the viewpoints, and 
attitudes of leaders of thought and action—on significant, 
pivotal labor law problems. Speciaiists in the field treat 
currently troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled—nothing is 
‘‘slanted."’ Issued monthly; subscription rate—$6 a year. 








Pension plans 

Contract disputes 
Non-Communist afidavits 
Bargaining in good faith 


—— rr 


Sample copy on request. 








Insurance Law Journal 


Month after month, this helpful magazine presents timely 
articles on pertinent subjects of insurance law, digests of 
recent decisions, comments on pending legislation, rulings 
of state commissioners and attorneys general, and other 
features reflecting the changing scene of insurance law. 
T.e Journal is edited exclusively for insurance law men, 
insurance law men. Emphasis is on the insurance law 
lds of Life, Health and Accident, Fire and Casualty, 
tomobile, and Negligence. Issued monthly; subscrip- 
tn rate—$10 a year, including a handsome binder for 
b rmanent filing of each monthly issue for a year. Send 
' a sample copy. 
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COMMERCE. CLEARING. House, INC.. 


PUBLISHERS OF TOPICAL LAW REPORTS 
214 N. MICHIGAN AVE., CHICAGO 1, ILL. 
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Recent Issues Discussed: 


@ Dram shop legislation 

@ Excess liability 

@ Unlicensed insurers 

@ Misstarement of age 

@ Subrogation 

@ Comparative negligence 
@ Obligation to defend 

@ Selling the ageney 

@ Synchronous death 
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